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BILL OF COMPLAINT FOR THE 
ISSUANCE OF A PATENT 


To the Honorable Judges of the District Court of the 
United States for the District of Columbia: 


Plaintiffs bring this cause of action and state as follows: 


1.| Plaintiff. the Commonwealth Engineering Company 
of Ohio is a corporation organized and existing under the 
laws of the State of Ohio. having a place of business at 
1771 Springfield Street. Dayton. Ohio: and Plaintiff Carl 
Berger is a citizen of the United States, residing at 24320 
Chippewa Street. Detroit, Michigan, and Plaintiffs bring 
this suit jointly. 


2.' The Defendant. Robert C. Watson. is Commissioner 
of Patents of the United States, having his official resi- 
dence in the District of Columbia, and is sued in his official 
capacity as said Commissioner of Patents of the United 
States. 


3. This suit arises under the patent laws of the United 
States and this Bill is filed in accordance with the provi- 
sions of Sec. 35 U.S.C. 145. 


4 That Carl Berger, one of the Plaintiffs, prior to 
July 27, 1953, was the true, original and first inventor of 
the improvements in “Reconstitution of Frozen Biological 
Cellular Material”, which was not known or used by others 
in this country before his invention or discovery thereof 
and|were not patented or described in any printed pub- 
lication in this or any foreign country before his invention 
or discovery thereof, or more than one year prior to this 
application for a patent hereinafter referred to, and were 
not in public use or on sale in this country for more than 
one year prior to said application, were not abandoned 
and! were not patented in any foreign country on an ap- 
plication filed by either of said Plaintiffs or their legal 
representatives or assigns more than twelve months prior 
to the filing of said application in the United States. 


O) 


5. That Plaintiff Carl Berger, being entitled to Letters 
Patent of the United States for “Reconstitution of Frozen 
Biological Cellular Material” under the provisions of the 
Statutes of the United States and in accordance with the 
Rules of Practice of the United States Patent Office, filed 
an application for Letters Patent in due and proper form 
with the Defendant, or his predecessor in office, as Com- 
missioner of Patents for said improvements, said appli- 
cation complied with the Statutes and Rules in such cases 
made and provided and was filed in the United States 
Patent Office on July 27, 1953, and was given Serial No. 
370,533, all as will more fully and at large appear by said 
application or a duly certified copy thereof and the pro- 
ceedings relating thereto had in the Patent Office, here in 
Court to be produced by the Plaintiffs. 


6. That said Plaintiff, Carl Berger. by a proper in- 
strument in writing, executed by him and recorded in 
the records of the Transfers of Patents in the United 
States Patent Office, sold, assigned and transferred to The 
Commonwealth Engineering Company of Ohio, the other 
Plaintiff, herein, the entire right, title and interest in 
and to the invention disclosed in said application Serial 
No. 370,533, and in and to the Letters Patent expected 
to issue thereon, whereby said The Commonwealth Engi- 
neering Company of Ohio became invested with and now 
owns the entire right, title and interest in and to said 
invention and the Letters Patent to issue therefor, as 
will more fully and at large appear by said assignment 
or a duly certified copy thereof in Court to be produced. 


7. That said application has been duly prosecuted in 
accordance with the laws of the United States and the 
Rules of Practice of the United States Patent Office. 


8. That a patent on said application, including and 
embodying Claims 17, 24, 25 and 26, being all of the claims 
retained in this case, has been refused by the Commis- 
sioner of Patents, the Defendant herein. 
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Lape said application was examined by the Primary 
s Patent Office who finally 

14. 15 and 17 as failing 

the invention and, as to claims 3 and 6, 

were incomplete and that they did not 

‘ferential temperatures of the channel; the 

I 3. 9. 10 and 12 as being too 

nr rejected on the grounds 

"as asserted to have 


onse to the final rejection made 
-ndeavoring to overcome the rejec- 
claims did not properly define the 
22 and 23 in lieu of in 

. 14 and 15, and requested 
and pointed out that the 


2, 
1G¢ 


appor red applicant’s = teaching that the process 
ozen biological cells, such as blood, as dis- 
would ppedace a blood having the 


dence Was not “pelieved ee 


ll. The Examiner again rejected the claims for lack 
of showing with respect to utility and that claims 22 and 
23 were improper with respect to certain phrascology 
of the claizns. 


12. In response to this action of the Examiner, appli- 
cant presented claims 24, 25 and 26 and withdrew claims 
3. 6. 9, 10, 12, 14 and 15 without prejudice. Applicant, 
in addition, presented an affidavit of Harry A. Toulmin, 
Jr., setting forth the history of the research and develop- 
ment work leading to the invention and se “tting forth the 

utility of the invention, particularly with respect to ob- 
taining reconstituted frozen blood cells quickly and with- 
out injury to the cells. 
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13. The Examiner responded with approval for entry 
of claims 24, 25 and 26 and retention of claim 17 for 
appeal purposes, but again rejected all of the claims for 
lack of utility, alleging that applicant’s method of using 
high temperatures to thaw blood cells must be shown 
to not cause denaturation of the blood cells. 


14, Applicant filed an affidavit of Leo J. Novak, Vice 
President in Charge of Research and Development for 
the Defendant company, in which he corroborated the 
statements made in the affidavit of Harry A. Toulmin, Jr., 
and stating that frozen blood cells reconstituted in accord- 
ance with applicant’s invention have been used and have 
been found to be satisfactory and that the process for 
reconstituting frozen blood cells as set forth in the claims 
produced a reconstituted blood cell product which can be 
used in like manner as frozen blood cells which have been 
slowly heated up in the conventional manner, and re- 
quested reconsideration and allowance in view of the 
showing of record, 


15. That no prior art, as cited, is anticipatory of appli- 
cant’s invention, the reference to: 


Tullis—Blood Cells and Plasma Proteins, 1953, Aca- 
demic Press, NYC, pp. 207 and 208 


being cited to show the test which the Examiner stated 
should be presented to establish utility in a case of this 
nature. 


16. That the Plaintiffs are clearly entitled to the 
allowance of the claims retained of record and took an 
appeal to the Patent Office Board of Appeals on or about 
November 28, 1956 from the final rejection of all of the 
claims by the Primary Examiner, said claims reading as 
follows: 


17. A process for the reconstitution of frozen blood 
cells which includes the ibd of establishing a 
temperature gradient channel decreasing substan- 
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tially uniformly between 250°C and 50°C, flowing 
& stream of the cells under the influence of grav- 
ity alone through said temperature gradient chan- 
nel being initially subjected to said temperature 
of 250°C to substantially thaw the cells in a time 
on the order of seconds, and collecting the cells 
after passing through said temperature gradient 
channel in an isotonic solution having substan- 
tially the same temperature as the thawed cells. 


A process for the reconstitution of frozen blood 
cells which consists in passing the same through 
an enclosure having a temperature gradient from 
the entrance to the exit of between 1100°C and 
250°C at said entrance and 37°C to 50°C at said 
exit. the temperature decreasing substantially 
uniformly therebetween, said blood cells entering 
and passing through said temperature gradient 
enclosure within approximately one to two sec- 
onds to thaw the same quickly, and thereafter 
collecting the resultant thawed cells in an isotonic 
liquid having substantially the same temperature 
as the thawed cells. 


A process for the reconstitution of frozen blood 
cells which consists in propelling the same 
through an enclosure with inert gas, said enclo- 
sure having a temperature gradient from the 
entrance to the exit of between 1100°C and 250°C 
at said entrance and 37°C to 50°C at said exit, 
the temperature decreasing substantially uniform- 
ly therebetween, said blood cells entering and 
passing through said temperature gradient en- 
closure within a few seconds to thaw the same 
quickly, and thereafter collecting the resultant 
thawed cells in an isotonic liquid having sub- 
stantially the same temperature as the thawed 
cells. 


A process for the reconstitution of frozen blood 
cells which tend to cluster, said process compris- 
ing flowing the same through a heat gradient 
atmosphere which starts initially at a tempera- 
ture of approximately 1100°C and decreases sub- 
stantially uniformly to a temperature of approxi- 
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mately 37°C, said cells being passed through said 
gradient atmosphere at a high rate of speed and 
on the order of from one to two seconds, and 
wherein a velocity is imparted to said cells by 
inert gas introduced into said gradient atmos- 
phere, and collecting said blood cells after pass- 
ing through said gradient atmosphere in an iso- 
tonic liquid, said liquid being at substantially 
the same temperature as the cells after passing 
through said gradient atmosphere. 

17. Counsel for applicant on or about January 25. 
1957 filed a Brief to the Board of Appeals and set out 
the reasons why the claims were believed to be patentable 
to applicant and requested that the Board of Appeals 
reexamine and reverse the Examiner’s rejection of the 
claims. 


18. On March 19, 1957. the Examiner filed his Answer 
to applicant’s Brief, wherein he set forth his reasons why 
the rejection of the claims should be sustained by the 
Board of Appeals. 


19. On or about March 27, 1957, applicant, through 
his counsel, filed a Reply Brief, wherein he set forth 
his reasons that the rejection of the claims by the Exami- 
ner was not supported in fact and should be sustained 
by the Board of Appeals. 


20. After the filing of applicant's Briefs and a hearing 
had before the Board of Appeals, the Board affirmed the 
decision of the Examiner in a communication dated May 
6, 1959. The Plaintiffs thereafter filed a Request for 
Reconsideration of the Decision by the Board of Appeals, 
giving reasons wherein the same was in error and not 
supported neither in fact nor in law. 


21. That the Plaintiffs have taken no appeal to the 
United States Court of Customs and Patent Appeals 
from the aforesaid decisions of the Patent Office Board 
of Appeals and the Commissioner of Patents. 
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18. On March 19, 1957, the Examiner filed his Answer 
to applicant’s Brief, wherein he set forth his reasons why 
the rejection of the claims should be sustained by the 


Board of Appeals. 


19. On or about March 27, 1957. applicant, through 
his counsel, filed a Reply Brief, wherein he set forth 
his reasons that the rejection of the claims by the Exami- 
ner was not supported in fact and should be sustained 
by the Board of Appeals. 


20. After the filing of applicant's Briefs and a hearing 
had before the Board of Appeals, the Board affirmed the 
decision of the Examiner in a communication dated May 
6, 1959. The Plaintiffs thereafter filed a Request for 
Reconsideration of the Decision by the Board of Appeals, 
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21, That the Plaintiffs have taken no appeal to the 
United States Court of Customs and Patent Appeals 
from the aforesaid decisions of the Patent Office Board 
of Appeals and the Commissioner of Patents. 
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22 Wherefore Plaintiffs bring this Bill of Complaint 
under and in accordance with the provisions of the Stat- 
utes (35 U.S Code. Section 145) in such cases made and 
provided. and pray: 


(a) That this Honorable Court may adjudge that the 


(e) 


Plaintiffs, the Commonwealth Engineering Com- 
pany of Ohio and Carl Berger, are entitled ac- 
cording to the law to receive Letters Patent of the 
United Ststes for said invention set forth in the 
aforesaid claims, 17, 24, 25 and 26, of said ap- 
plication of Carl Berger, Serial No. 370,533; 


That this Honorable Court may decree that the 
Commissioner of Patents be directed to allow the 
aforesaid claims of said application and direct 
Commissioner to issue a patent to applicant; 


For such other and farther relief in the premises 
as the nature of the case may require and as to 
the Honorable Court shall seem meet and proper. 


Tee Commoxweatte Excrxzzrrsc Compasxy or O#I0 


Tortus & Tov~mix 


By 


Harry A. Toulmin, Jr. 
Folsom E. Drummond 
Of Counsel 
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ANSWER TO THE COMPLAINT 


To the Honorable the Judges of the United States District 
Court for the District of Columbia 


1. The defendant asserts that he is without knowledge 
or information sufficient to form a belief as to the truth 
of the allegation that plaintiff, Carl Berger, resides at 
24320 Chippewa Street, Detroit, Michigan. The defendant 
admits the remaining allegations of paragraph 1 of the 
complaint. 


2, 3. The defendant admits the allegations of para- 
graphs 2 and 3 of the complaint. 


4. The defendant asserts that he is without knowledge 
of information sufficient to form a belief as to the truth 
of the allegations of paragraph 4 of the complaint. 


5. The defendant denies that plaintiff. Carl Berger. 
is entitled to Letters Patent of the United States for 
“Reconstitution of Frozen Biological Cellular Material” 
under the provisions of the Statutes of the United States 
and in accordance with the Rules of Practice of the 
United States Patent Office. The defendant admits that 
plaintiff, Carl Berger, filed an application for Letters 
Patent in due and proper form with him as Commissioner 
of Patents for said improvements. The defendant denies 
that said application complied with the Statutes and Rules 
in such cases made and provided. The defendant admits 
that said application was filed in the United States Patent 
Office on July 27, 1953, and was given Serial No. 370,533. 


6, 7, 8, 9. The defendant admits the allegations of 
paragraphs 6, 7, 8, and 9 of the complaint. 


10. The defendant admits that applicant presented 
claims 21, 22, and 23 in lieu of claims 3, 6, 9, 10, 12, 14, 
and 15. The defendant denies that applicant so presented 
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elaim 20. The defendant also denies that claims 20, 21, 
>. and 23 were presented in response to the final rejec- 
tion made by the Examiner. The defendant asserts that 
he is without knowledge or information sufficient to form 
& belief as to the truth of the allegation that applicant 
endeavored to overcome the rejection made that the claims 
did not properly define the invention. The defendant de- 
nies the remaining allegations of paragraph 10 of the 
complaint. 


11. The defendant denies the allegations of paragraph 
11 of the complaint. 


+ 


12. The defendant admits that applicant presented 
laims 24. 25. and 26 and withdrew claims 3, 6, 9, 10, 12, 
14, and 15 without prejudice and that applicant. in addi- 
tion. presented an affidavit of Harry A. Toulmin, Jr., 
setting forth the history of the research and development 
work leading to the invention and setting forth the utility 


of the invention. particularly with respect to obtaining 
reconstituted frozen blood cells quickly and without in- 
jury to the cells. but the defendant otherwise denies the 
allegations of paragraph 12 of the complaint. 


13. Except for admitting that the Examiner approved 
entry of claims 24. 25, and 26 for appeal purposes, the 
defendant denies the allegations of paragraph 13 of the 
complaint. 


14. The defendant admits that applicant filed an aff- 
darit of Leo J. Novak, Vice President in Charge of 
Research and Development for The Commonwealth En- 
gineering Company of Ohio, in which he stated that frozen 
blood cells reconstituted in accordance with applicant’s 
invention have been used and have been found to be 
satisfactory, and that applicant requested allowance, but 
the! defendant otherwise denies the allegations of para- 
graph 14 of the complaint. 
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15. The defendant admits that no prior art, as cited, 
is anticipatory of applicant’s invention, but the defendant 
otherwise denies the allegations of paragraph 15 of the 
complaint. 


16. The defendant admits that plaintiff, Carl Berger, 
took an appeal to the Patent Office Board of Appeals on 
November 28, 1956, from the final rejection of claims 3. 
6, 9, 10, 12, 14, 15, and 17 by the Primary Examiner. 
but the defendant otherwise denies the allegations of 
paragraph 16 of the complaint. 


17. The defendant admits that counsel for applicant 
about January 25, 1957. filed a Brief to the Board of 
Appeals and set out the reasons why the claims were 
believed to be patentable to applicant, but the defendant 
otherwise denies the allegations of paragraph 17 of the 
complaint. 


18. The defendant admits the allegations of paragraph 
18 of the complaint. 


19. The defendant admits that on March 27, 1957, ap- 
plicant, through his counsel, filed a Reply Brief, but the 
defendant otherwise denies the allegations of paragraph 
19 of the complaint. 


20. The defendant admits that after the filing of ap- 
plicant’s Briefs and a hearing had before the Board of 
Appeals, the Board affirmed the decision of the Examiner 
in a communication dated May 6, 1959, and that the 
plaintiff, Carl Berger. thereafter filed a Request for Re- 
consideration of the Decision by the Board of Appeals. 
but the defendant otherwise denies the allegations of 
paragraph 20 of the complaint. 

21, Except for denying that there is an aforesaid 


decision of the Commissioner of Patents, the defendant 
admits the allegations of paragraph 21 of the complaint. 


22. Paragraph 22 of the complaint, being in the form 
of prayers, no answer is made thereto. 


i4 


FURTHER ANSWERING, the defendant asserts that 
the plaintiffs are not entitled to a patent containing any 
of claims 17, 24. 25, and 26 of the application involved 
in this civil action, for the reasons given and in view of 
the reference cited in the Examiner's answer and the 
decisions of the Board of Appeals in that application. 
Profert hereby is made of copies of the said answer, 
decisions and reference. 


Respectfully submitted, 


/s/ C. W. Moore 
Solicitor 
Tnited States Patent Office 
Attorney for Defendant 


December 17. 1959 


I hereby certify that two copies of the foregoing 
ANSWER TO THE COMPLAINT were mailed today to 
the attorney for the plaintiffs, Toulmin & Toulmin, Penn- 
sylvania Bldg., Washington, D. C. 


/s/ C. W. Moore 
Solicitor 


15 


IN THE 
UNITED STATES DISTRICT COURT 
FOR THE DISTRICT OF COLUMBIA 


Civil Action No. 2997-59 


Tae CoMMONWEALTH ENGINEERING COMPANY 

or Ono, and 

CarL BERGER, 
Plaintiffs 

vs. 
Davip L. Lapp, 
Commissioner of Patents, 

Defendant 


CERTIFIED RECORD OF OFFICIAL 
COURT REPORTER 


Proceedings Before Judge Holtzoff 
October 30, 31, 1961 


Vol. 1 
Pages 1 - 94 


Prepared for Defendant 


GERALD NEVITT 
Official Court Reporter 


United States Court House Washington 1, D. C. 
Telephone: STerling 3-5700 
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UNITED STATES DISTRICT COURT 
FOR THE DISTRICT OF COLUMBIA 


Civil Action No. 2997-59 


Tse Commoxweatta Esorxeerinc Company 
or Oxo, and 
Cart Bercer. 

Plaintiffs 


vs. 


Davy L. Lapp, 
Commissioner of Patents, 
Defendant 
Washington, D. C. 
October 30. 1961. 


The above-captioned cause came on for trial before 
the HONORABLE ALEXANDER HOLTZOFF, Judge, 
United States District Court for the District of Columbia. 


APPEARANCES: 
On behalf of the Plaintiffs: 


DWIGHT F. BICKEL, ESQ. 
FOLSOM E. DRUMMOND, ESQ. 


On behalf of the Defendant: 
JACK E. ARMORE, ESQ. 
Patent Office. 


PROCEEDINGS 


THE DEPUTY CLERK: Commonwealth Engi- 
neering Company of Ohio vs. Watson. 
ME. DRUMMOND: Your Honor, my name is Folsom 
E. Drummond. I am a member of the Bar of the Dis- 
trict and counsel for the plaintiff. At this time, your 
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Honor, I would like to move the admission of Mr. D. F. 
Bickel, who is to argue the case for plaintiff. He is a 
member of the Bar of the State of Illinois and the Bar 
of the State of Ohio. 

THE COURT: Where is his office? 

MR. DRUMMOND: He is in Ohio, Dayton. Ohio. 

THE COURT: He is a member of the Bar of the State 
of Illinois? 

MR. DRUMMOND: Illinois Bar. 

THE COURT: But his office is in Ohio? 

MR. BICKEL: I just joined the firm of Toulmin and 
Toulmin, your Honor. 

THE COURT: Mr. Bickel, you may be admitted pro 
hac vice. You may proceed. 

MR. BICKEL: Your Honor, would the Court desire a 
short opening statement on the part of the plaintiff? 

THE COURT: Yes; in every case. 

You may proceed. 


OPENING STATEMENT BY COUNSEL 
ON BEHALF OF PLAINTIFFS 


MR. BICKEL: Your Honor, this case involves an 
appeal from a decision of the Patent Office Board of 
Appeals rejecting plaintiffs’ application for a patent. 

The invention involved in the case is for a process for 
a rapid thawing and reconstituting of frozen— 

THE COURT: A process for what? 

MR. BICKEL: The invention involves a process for 
the rapid thawing and melting— 

THE COURT: Rapid what? 

MR. BICKEL: Thawing of frozen red blood cells. 
Perhaps before discussing— 

THE COURT: Let me see if I understand it correctly. 
You say thawing of red blood cells? 

MR. BICKEL: Frozen red blood cells. 

THE COURT: In connection with blood transfusions? 
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MR. BICKEL: That. your Honor, is one of the issues 
in the case. Definitely this is a step toward developing 
& prodess whereby stored blood may be made immediately 
available for transfusion purposes. 

THE COURT: I say. it is in connection with blood 
transfusions? 

MR. BICKEL: One of the issues in the case, 
) your Honor. will concern the matters of utility and 
usefulness. 

THE COURT: I know. but for what purpose is this 
to be used, for blood transfusions? 

MR. BICKEL: I: may be used for laboratory samples 
of blood and. with refinements. may be used for trans- 
fusion purposes. 

THE COTRT: I see. 

MR. BICKEL: Perhaps an introductory remark about 
the nted for this type of device would be helpful to the 
Court. 

Blood stored in its liquid state tends to deteriorate 
rapidiy and, as a result, the art has been engaged for 
some years now in finding a method whereby blood may 
be stored for a considerable length of time without de- 
teriorating. The method which has been developed is a 
quick freezing method, whereby the blood will remain in 
a@ usable state for a considerable length of time. How- 
ever. ithe prior methods of reconstituting this frozen blood 
into a usable liquid state again, have involved a slow 
warming process whereby it gradually came back up to 
room temperature. This slow process is what the inven- 
tion here ensued attempts to avoid; and, as a matter of 
fact, we believe the evidence will show you that it does 
avoid it. 

THE COURT: You mean this is a quick process? 

MR. BICKEL: This is a quick process for bring- 
ing that frozen blood back into a liquid state. 
THE COURT: I see. 

MR, BICKEL: The procedure before the Patent Office 

I might discuss because it helps to show the Court that 
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there really is but one issue remaining in this case. There 
is no question raised in the Patent Office as to anticipa- 
tion, no question has been raised as to any matter what- 
soever except the question of utility. So, the sole dis- 
cussion here concerns whether or not the requirements 
of Section 101 of 35 U.S.C. have been met in that the 
invention be useful within the meaning of the patent law. 

Perhaps we might even more clearly define the par- 
ticular issue here because utility alone does not really 
explain the grounds of the Patent Office rejection. Spe- 
cifically, the Patent Office rejected for the ground that it 
was inoperable. In other words, it would not work, and 
therefore they said it had no utility. 

THE COURT: Well. the two things are interchange- 
able. 

MR. BICKEL: They are interchangeable, your Honor. 
but it is actually more or less a specific phase of the 
utility question that we are here concerned with. 

We believe that there are actually five matters which 
bear upon the question and show that the plaintiffs have 

made a satisfactory showing in the Patent Office 
7 for the granting of a patent. First of all. there 

is some utility to this. The Patent Office—perhaps 
I should have explained this—the Patent Office has re- 
quired tests to be submitted showing that this process 
produces an end result suitable for human transfusion. 
The application at no point claims or states that this 
apparatus produces a thawed blood product suitable for 
human transfusion purposes. 

THE COURT: The application says what? 

MR. BICKEL: It does not claim that the thawed or 
melted blood cells are suitable for human transfusion 
purposes. As a matter of fact, we plan to introduce 
testimony to show standard laboratory uses for this blood 
which would be very helpful and would not at all require 
human transfusion. 

We feel that the Patent Office. in requiring a showing 
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of clinical tests of human transfusion, has extended its 
authority beyond what it should have. 

THE COURT: Tell me this, Mr. Bickel, what are the 
laboratory uses of blood besides medical uses? 

MR. BICKEL: There are standard—there are tests 
which are run. Frankly. your Honor, the particular tests, 
I don’t know as I could even pronounce the words. Our 
expert witness will go into these in some detail for the 
Court. 

THE COURT: I am not asking you to testify, I am 
asking you to answer my question. What are the 

uses? 
§ | MR. BICKEL: Laboratory tests. For example, 
in certain syphilis tests which are run it is neces- 
sary to have a standard blood sample of normal human 
blood with which to compare the patient’s blood; and we 
intend to show that this process would be useful for pro- 
viding those samples. 

THE COURT: In any event, it is a medical use? 

MIR. BICKEL: It is used in the general medical field, 
yes, your Honor, definitely. 

THE COURT: I am rather curious, why should an 
engineering company go into the medical field? 

MR. BICKEL: That “Engineering Company” doesn’t 
really describe the scope of the plaintiff’s activities. The 
plaintiff company does considerable work for a pharma- 
ceutical company, for example, in doing some of its re- 
search. 

THE COURT: I see. 

MRE. BICKEL: However, I don’t want to mislead the 
Court. This particular patent is not owned by the phar- 
macentical company, but Commonwealth itself has engaged 
at some length in this general field. 

THE COURT: Has this invention been submitted to 
the Food and Drug Administration? 

MR. BICKEL: No, your Honor. Your Honor, you 
asked the question whether or not it had been submitted 
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to the Food and Drug Administration. The answer 
9 is no. No new product is created by this invention. 

This is a process for simply changing frozen blood 
to liquid blood. 

THE COURT: I see. 

MR. BICKEL: No new matter or new form of matter 
is created. 

THE COURT: I see. 

MR. BICKEL: We intend to show these uses that I 
mentioned before. 

We further want to point out to the Court in our argu- 
ment that the law does not require that a device be per- 
fectly operable in order to be patentable. 

THE COURT: I know, but when you enter the medical 
field you are dealing with human life. 

MR. BICKEL: That is correct. your Honor. 

THE COURT: Sometimes a slight imperfection might 
kill some person. 

MR. BICKEL: That certainly is true. 

THE COURT: Or adversely affect his health. 

MR. BICKEL: I think perhaps the whole case here 
involves this question. You see, no claim is made that 
this is to be used on human beings and, as a matter of 
fact, there are uses for it other than treating human 
beings, and that is one of the very important points in 
this case, I believe, your Honor. 

THE COURT: Do you advertise this product. 

10 or this process? In other words, you are telling 
me that it does not have to be used on human 
beings. In the literature concerning this process are 
you going to say please do not use it on human beings? 

MR. BICKEL: Your Honor, I think that, first of all, 
T can’t speak for the literature on the process because 
certainly it is not being sold at the present time. It is 
a step which, with further refinement, could be so pro- 
duced and sold for use in that purpose. However, the 
showing that we intend to make in the court today, 
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ough our expert witmess. is that indeed this process 

a produce a result which would not be harmful; that 
the harmfal effects which the Patent Office mentioned— 
and ther only mentioned one: they thought perhaps the 
dDlood cells would be secorehed—that this will not occur. 
In other words. we have here. and we feel this is an 
essential distinetion in the case, we have here not a new 
medi dicine. There is no new medicine here. There is no 

hemical compound. This is a process claim. We 
ealing with a known matter. 

THE COURT: Then what does the process consist of? 

WR. BICKEL: Thawing in a quick manner red blood 
cells. 

THE COURT: But what is there patentable about it? 
What is the patentable feature? 

MR. BICKEL: The patentable feature, your 

Honor. is that no one before—and the Patent Office 

‘hes not questioned this in any manner—that no 

one before had invented or disclosed a device which would 
quickly thraw the frozen blood cells. 

THE CUE: But you say this is a process, this is 

icat patent. Now what is the 
process. what does it ¢ consist of? 

WB. BICKEL: All right. this would be very helpful 
to thé Court. I think the claims perhaps would— 

THE COURT: No, do not read me the claim. Tell me 
in non-technical layman’s language, Mr. Bickel, what does 
the process consist of. 

WB. BICKEL: All right. The process consists of pass- 
ing the frozen blood cells through a channel or a tube. 
we might call it. They are passed through by the pres- 
sure of an inert gas at a high rate of speed, in one of 
the methods of using the invention. At the entrance to 
this channel the tube is heated to a high heat, and I 
believe that the disclosure says that this heat will be 
somewhere from 250 degrees centigrade to as high as 
1100 degrees centigrade, depending upon the speed that 


23 


vou are using. Then, as the material passes through this 

channel, the temperature of the channel itself decreases, 

until at the end the material comes out at a temperature 
of from 37 to 50 degrees centigrade. 

12 THE COURT: Let’s see if I understand this 
correctly. The blood is a solid, it is a frozen solid, 

is it not? 

MR. BICKEL: Yes. 

THE COURT: And you push it through this tube? 

MR. BICKEL: It is blown or it could be dropped. 
There could be a gravity drop system used. 

THE COURT: Well, anyway, this frozen solid is 
passed through the tube? 

MR. BICKEL: Yes, your Honor. 

THE COURT: And the end of the tube is heated so 
as to thaw out the solid, is that it? 

MR. BICKEL: Yes, the tube is very hot at the be- 
ginning and then it cools as the material passes through. 

THE COURT: I see. 

MR. BICKEL: And the material ends at the bottom 
of the tube. The material falls into an isotonic solution 
which is similar to the liquid of the blood stream and 
slightly saline solution, so that the end result would be 
comparable to liquid blood. And that is the process. your 
Honor, in, as you say, non-technical words. It is set 
forth in the claims, and I believe that the Court does have 
copies of the claims before it. The Patent Office has 
based its rejection upon a ruling—the only case which 
they cite, as a matter of fact, is one which this Court 

handed down some years ago, the Isenstead vs. 

13 Watson, which your Honor may recall. 
THE COURT: I do not recall it by name, but 
if you tell me what it was about, no doubt I shall recall it. 

MR. BICKEL: This was a case wherein this Court 
held that the Patent Office should be particularly careful 
in medical patents, and the case dealt with a new medical 
formula and discussed the rules of utility to be applied 
to new medical formulas. 
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through our expert witness, is that indeed this process 
would produce a result which would not be harmful; that 
the harmfal effects which the Patent Office mentioned— 
and they only mentioned one: they thought perhaps the 
blood ‘cells would be scorched—that this will not occur. 
In other words. we have here, and we feel this is an 
essential distinction in the case, we have here not a new 
medicine. There is no new medicine here. There is no 
new chemical compound. This is a process claim. We 
are dealing with a known matter. 

THE COURT: Then what does the process consist of? 

WR. BICKEL: Thawing in a quick manner red blood 
cells. 

THE COURT: But what is there patentable about it? 
What is the patentable feature? 

MMR. BICKEL: The patentable feature, your 

11 Honor. is that no one before—and the Patent Office 

has not questioned this in any manner—that no 

one before had invented or disclosed a device which would 
quickly thraw the frozen blood cells. 

THE COURT: But you say this is a process, this is 
an application for a process patent. Now what is the 
process, what does it consist of? 

WRB. BICKEL: All right. this would be very helpful 
to the Court. I think the claims perhaps would— 

THE COURT: No, do not read me the claim. Tell me 
in non-technical layman’s language, Mr. Bickel, what does 
the process consist of. 

WR. BICKEL: All right. The process consists of pass- 
ing the frozen blood cells through a channel or a tube, 
we might call it. They are passed through by the pres- 
sure of an inert gas at a high rate of speed, in one of 
the methods of using the invention. At the entrance to 
this channel the tube is heated to a high heat, and I 
believe that the disclosure says that this heat will be 
somewhere from 250 degrees centigrade to as high as 
1100 degrees centigrade, depending upon the specd that 
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vou are using. Then, as the material passes through this 

channel, the temperature of the channel itself decreases, 

until at the end the materia] comes out at a temperature 
of from 37 to 50 degrees centigrade. 

12 THE COURT: Let’s see if I understand this 
correctly. The blood is a solid, it is a frozen solid. 

is it not? 

MR. BICKEL: Yes. 

THE COURT: And you push it through this tube? 

MR. BICKEL: It is blown or it could be dropped. 
There could be a gravity drop system used. 

THE COURT: Well, anyway, this frozen solid is 
passed through the tube? 

MR. BICKEL: Yes, your Honor. 

THE COURT: And the end of the tube is heated so 
as to thaw out the solid, is that it? 

MR. BICKEL: Yes, the tube is very hot at the be- 
ginning and then it cools as the material passes through. 

THE COURT: I see. 

MR. BICKEL: And the material ends at the bottom 
of the tube. The material falls into an isotonie solution 
which is similar to the liquid of the blood stream and 
slightly saline solution, so that the end result would be 
comparable to liquid blood. And that is the process, your 
Honor, in, as you say, non-technical words. It is set 
forth in the claims, and I believe that the Court does have 
copies of the claims before it. The Patent Office has 
based its rejection upon a ruling—the only ease which 
they cite, as a matter of fact, is one which this Court 

handed down some years ago, the Isenstead vs. 

13 Watson, which your Honor may recall. 
THE COURT: I do not reeall it by name, but 
if you tell me what it was about, no doubt I shall recall it. 

MR. BICKEL: This was a case wherein this Court 
held that the Patent Office should be particularly careful 
in medical patents, and the case dealt with a new medical 
formula and discussed the rules of utility to be applied 
to new medical formulas. 
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THE COURT: What is the citation to the case, have 
Fou got it? 

MR. BICKEL: Yes. your Honor. It is 157 F. Supp. 7. 
The plaintiffs feel that the Patent Office was erroneous 
in applying this case. We do not contend that the rule 

: is improper or anything of the sort. We 

y contend that the Isenstead decision related to tests 
be required of new chemical compounds 
istered into the human body; and 
sense, regardless of the 
w form 0 tter is created, its prop- 
rily predictable and certainly some 
ired of a new form of matter before 
o the human body. 
mole contend that in this case we are not 
saling with any new form of matter. we are dealing 
' with human blood or animal blood. as we intend to 
that anima! blood can be used successfully in 
this process and very valuably: that there simply 
is no basis for applying the rule as to new chemical 
formulas to a process claim which involves no new form 
of matter and which is not contrary to any recognized 
seientife principle. 

We intend to show the Court that this process follows 
reeornized accepted standard laws of chemistry and 
physies. especially laws of physies; that no new form of 
matter is created; that the rules pertaining to so-called 
eo patents or new medicines to be used are not ap- 

z to this case, 


the Conc bas further neath: this would sabecinate our 
opening statement. 
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OPENING STATEMENT BY COUNSEL ON BEHALF 
OF DEFENDANT 


MR. ARMORE: May it please the Court, my name is 
Jack Armore. I represent the Patent Office. Patent Office 
counsel, 

As plaintiffs’ attorney has pointed out, the application 
for a patent in this case is concerned with a process for 
thawing or reconstituting frozen blood or red blood cells. 
the process consisting of passing the frozen blood through 
a heated chamber and receiving the frozen blood in an 
isotonic saline solution. The chamber is heated at the 

top, according to the disclosure in the claims. from 
15 250 to 1100 degrees centigrade and it is heated 

at the bottom from 37 to 50 degrees centigrade, 
and there is a gradual drop in temperature from the top 
of the chamber to the bottom, and the blood is passed 
in a matter of seconds, one or two seconds. 

Now, there are four claims under review by the Court 
at this time. They are Claims 17, 24, 25 and 26. These 
claims are process claims, generally directed to the process 
which I have just described. They vary with respect to 
temperature and with respect to the method of passing 
the blood through the heated chamber, either by way of 
gravity or by using an inert gas. Generally, these claims 
will stand or fall together. They involve the same type 
of subject matter. 

Now, an important— 

THE COURT: Just a moment. The claims in suit 
are 17, 24, 25 and 26, is that correct? 

MR. ARMORE: That is correct. your Honor. 

THE COURT: Very well. 

MR. ARMORE: Now, as plaintiffs’ counsel has indi- 
cated, an important consideration in this case is the 
question of utility. The claims have not been rejected 
on prior art, the claims have been rejected on the ground 
that they lack utility. They have been rejected on the 
ground that there has been no showing which would satis- 
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fy the statutory requirement of utility with respect to 
the product resulting from the claimed process: 
16 that there is no evidence in the record showin 
that the product has any utility. Now— 
THE COURT: The product is blood. Blood has utility. 


has it not? 

MR. ARMORE: Well. your Honor, not necessarily. 
Primarily we are concerned—I think I can answer your 
question more effectively this way: primarily we are 
papers with the specific utility disclosed in the appli- 

The applicant is held to his disclosure of utility 

ae product resulting from the claimed process and 

to the application for the particular 

ions to that product. And he is charged 
and unless he has shown that utility, 
satisfied the statutory requirement for 


THE COURT: I do not think I made my question 
The vroduct of this process is blood. One does 
to demonstrate utility of blood, does one? 

_ ARMORE: Yes. your Honor, one does, because 

is an extremely labile substance. That means it 

2 to » undergo changes. And when blood is taken out 

human body or is subjected to certain drastic 

itions. such as high temperature, it may very well 

and very readily undergo changes which make it unsuit- 

able for transfusion. 

THE COURT: Yon mean, then, that it is not 

17 shown that blood obtained by this process is in 
useful condition? 

WR. ARMORE: That is correct. your Honor. And 
more specifically, it is not shown that this blood is useful 
for transfusion into a human being, and it is the position 
of the defendant in this case that the disclosure in the 
specification is specifically limited to utility encompass- 
ing transfusion into a human being. And I would like 
to réfer your Honor now to portions of the specification 
that suggest or that indicate this particular utility. T 
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would refer your Honor to page 1 of the specification. 
The sole disclosure as to utility in this case is found on 
page J. J will read the pertinent portions. The first 
paragraph on that page states: 

“This invention relates to the reconstitution of 


frozen biological material and particularly to the re- 
constitution of frozen blood cells.” 


Reading from the second paragraph: 


“Previous methods for the reconstitution of frozen 
biological cellular material to render it suitable. for 
example, for human use, involved the heating of the 
cells in slow increments.” 

Now, this is the sole disclosure in the whole snecifica- 
tion with respect to utility of the product resulting 

18 from the claimed process. The sole disclosure is 
human use. Now, obviously. blood when it is in- 


tended for human use is intended for transfusion. There- 
fore, it is the position of the defendant, and this was 
the basis of the decision by the Patent Office Board of 
Appeals in denying the claims, that the plaintiffs have 
alleged as their sole utility that the product of the claimed 
process is a blood which is suitable for transfusion into 
a human being. This makes it a medical substance be- 
cause blood obviously is used for medical purposes; and 
being a medical substance, under the requirements as laid 
down in the decision of Isenstead vs. Watson—which 
plaintiffs’ counsel has alluded to and which I will go into 
further; I am sure your Honor will be well aware of that 
ease when you have seen it—that decision clearly indi- 
eates that an application for a patent involving a medical 
substance, whether the claims are directed to a eompound 
or whether the claims are directed to a process which 
results in the medical compound, in such application the 
utility must be established by significant clinical testing. 
as your Honor indicated in that decision, by at least two 
physicians, by more than one physician. 
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Now, I would like to refer your Honor also to the 

t page—well, I would like to read further on page 1, 

I think it will be very useful in the light of further argu- 

| ments as they will be developed, and part of page 

19 2. Continuing on page 1. in the middle of the 
paragraph, the bottom paragraph: 


“Thus. red blood cells are slowly heated”— 


pplication is discussing the prior process. prior to 


“Thus, red blood cells are slowly heated, usually 
being held for a period of time at one temperature 
condition. then raised to a slightly higher tempera- 
ture condition, and so on, until the desired tempera- 
ture of 37 degrees centigrade is attained.” 

I refer the Court now to page— 


THE COURT: May I ask you. as a matter of infor- 
mation, what is the Fahrenheit equivalent of 37 degrees 
centigrade? Do you know? Is that the normal tem- 
perature of blood? 

MR. ARMORE: The Fahrenheit is a little less than 
twice the centigrade, so that this would roughly be about 
near 60 degrees Fahrenheit. I think it would be in the 
area of about 65 or 60 degrees Fahrenheit. 

THE COURT: In other words, cooler than the normal 
bodr? 

MR. ARMORE: Well, your Honor—yes, I would say 
so, ves, that is correct. A centigrade is five-ninths of a 
Fahrenheit degree. 

Now, your Honor, I think it would be useful, and this 

would answer a question that you had previously 
20 | asked, to refer to page 2 of the specification, where 

the specification points out the results of prior art 
processes and what can happen to the blood: 


“The processes referred to above are not only slow 
but tend to produce denaturation”— 
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THE COURT: Where are you reading from? 

MR. ARMORE: I am reading from the top of page 2 
of the specification. 

THE COURT: Do you mean page 3? The first page 
is marked— 

MR, ARMORE: I had read from the first page. Now 
I am turning to page 2 of the specification. 

THE COURT: I see. I turned over two pages. They 
stuck together. Proceed. I have it now. 

MR. ARMORE: “The processes referred to”"—meaning 
the prior art processes, the slow heating processes— 
“referred to above are not only slow but tend to pro- 
duce denaturation”—that would mean changes in the blood 
composition—“within the cell as the temperature rises. 
this condition being occasioned as deleterious reactions 
occur within the corpuscle"—that is, the red blood cor- 
puscle—“due to the increased activity thereof as the 

temperature rises.” 
21 So, your Honor sees that under certain condi- 
tions the blood will change its nature, it will be 
denatured; and when it becomes denatured it is no longer 
suitable for human transfusion. 

Now, I would refer your Honor to the last paragraph— 

THE COURT: Just what is meant by denatured in 
that connection? 

MR. ARMORE: I can best explain it this way: de- 
natured blood is blood which has been chemically and 
physically changed with respect to its components. The 
red blood corpuscles may break down, the hemoglobin 
may break down, the blood no longer has the same charac- 
teristics. Denatured blood cannot be transfused into a 
human being, or should not be. 

Now, the last paragraph on that page: 


“It is a further object of this invention to describe 
a method for the reconstitution of frozen red blood 
cells, which method conditions the cells for immediate 
use.” 
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Now, I am reading this paragraph and stressing it be- 
eause /decisions—I have read this paragraph to indicate 
that the product is capable of immediate use, because 
arguments presented by the plaintiff in his trial brief 
refer ito decisions involving intermediates, where a sub- 

istanee is claimed which has a function as an inter- 

‘mediate can be used to prepare other substances; 

ibut here we are not dealing with an intermediate, 
we are dealing with a substance which is intended for 
immediate use. And that is a point that I think might 
well be kept in mind. 

Now. there are two important issues in the case. One 

es the disclosure in the specification involve 

ted to a medical substance intended for 

suggest and I submit. in view of the previ- 

on, that the disclosure in the application is 

strictly limited to a medical—to a process which will 
result in a medical substance intended for human use. 

Another issue with which the Court is confronted is. 
are the claims in such an application patentable in the 
absence of any showing of clinical testing. And the an- 
swer'to that. in view of the decision in Isenstead vs 
Watson, which J will discuss in more detail in my final 
argument. I submit is no. the rule being pretty well laid 
down in that decision. 

THE COURT: Now what is the second issue? 

MB. ARMORE: The second issue is whether claims 
in an application directed to a process resulting in a 
medical product. should such claims be patentable in the 
absence of a showing that the product is suitable for 
human use. 

Now, if your Honor please, I] would like ts discuss as 

briefly as I can certain points that have been 
23 brought out in the plaintiffs’ trial brief, if I may 

do so. and which I think are rather material to 
this ease. On page 2. in the middle of the page, the brief 
notes: 
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“It should be noted that it is nowhere claimed in 
the disclosure or the claims that the thawed blood 
cells are to be used for human transfusion.” 

In the light of what I have just said, we deny that that 
statement is accurate. We suggest that the evidence 
clearly indicates a reading of the specification makes it 
quite clear that the disclosure of the claimed process is 
directed for human use, that in effect the product of the 
claimed process is a medical substance intended for human 
use. 

On page 3 the plaintiff postulates three issues. and I 
submit that each one of these three issues is based on a 
wrong premise. I will not read each one of these three 
issues, to save the time of the Court, but I will briefly 
indicate that in issue one, where the issue states that 
the described process contravenes no scientific principle. 
that is a false premise because heating blood to the high 
temperatures required by the claimed process does con- 
travene what has been generally considered to be true 
heretofore, namely, that heating blood to a high tem- 
perature tends to decompose certain constituents of the 

blood, particularly the proteins, such as the homo- 

24 globin; and, therefore, in effect the claimed process 
does tend to contravene certain known scientific 
principles. 

Now, that is not to say that the Patent Office alleges 
specifically that the process will not work. That is to 
say that the plaintiff, since he is claiming a process which 
results in a medical compound, has not met the standard 
or the requirement laid down by the Iaw as set forth in 
Tsenstead vs. Watson, in showing that the product is 
useful. 

THE COURT: I think I get vour point. May I in- 
quire, was an appeal taken in the Isenstead case? 

MR, ARMORE: I would say no, your Honor, because 
I shepherdized the Isenstead case before I came into court 
and IT did not notice an appeal having been taken. But it 
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has been followed by the Board of Appeals of the Patent 
Offce and it also has been cited and followed in a decision 
by a United States District Court in Illinois, of which 
plaintiffs’ counsel is a member of the Bar. 

THE COURT: Do you have the citation to that? 

MWR. ARMORE: Yes. your Honor, I have. The citation 
is Armour and Co. vs. Wilson and Co.. United States 
Distriet Court. Northern District of Illinois. Eastern Divi- 
i 68 F. Supp. 353. 119 U.S.P.Q. 365. 

the third issue refers to the fact. on page 3, refers 
to the fact that the process produces no new chemi- 
cal compound. Briefly stated. the plaintiff appears 
| to claim or appears to argue that, for one thing, 
he starts with blood— 

THE COURT: Really. each of the three issues is just 
a different way of stating the same question, is it not? 

MR. ARMORE: Well. not precisely, vour Honor. not 
quite precisely, 

THE COURT: No. but substantially. 

MR. ARMORE: May I point out one difference in the 
third issue? 

THE COURT: It is just a question of phraseology, 
really. 

MR. ARMORE: May I point out one difference in the 
third issue that I think is rather important? 

THE COURT: Yes, of course. 

48. ARMORE: In the third issue it appears to me 
that ithe plaintiff is attempting to allege that Isenstead 
vs. Watson has been applied specifically to a compound 
and ‘he is claiming a method. And I consider that the 
decision in Jsenstead vs. Watson is applicable to an ap- 
plication involving a medical material. 

THE COURT: But how does the so-called third issue 
differ from the first two? I do not see it, really, except 
it is the same thing said in different ways. 

MR. ARMORE: Well, it is pretty close to those 
26 | two, your Honor, so I won’t discuss those two 
issues any further. 
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Your Honor, on the bottom of page 3 and on the pages 
following, plaintiff has set forth a number of points with 
respect to the requirement for a showing of statutory 
utility. 

THE COURT: I think these are fairly elementary 
points, they are hornbook law, pretty much; isn’t that so? 

MR. ARMORE: That is correct, your Honor, and I 
don’t think I am going to spend much time on them at 
all, except to point this out, that a reference is made to 
two decisions, one the Nelson decision and the other the 
Krimmel decision, both decisions by the Court of Customs 
and Patent Appeals, cases which have recently been de- 
cided by the Court of Customs and Patent Appeals, and 
he relies on these cases. Now, with your Honor’s per- 
mission, I will postpone a detailed consideration of those 
eases and show why they do not apply to the present 
situation for my final argument. 

THE COURT: Which case are you referring to? 

MR. ARMORE: For example, point two, at the top of 
page 4, which at the bottom of the statement is followed 
by application of Nelson; page 4 of the plaintiffs’ brief. 
point two at the top of that page. 

THE COURT: Yes, I see it. And what is the other 

ease? 
27 MR. ARMORE: The other case is the Krimme! 
case. The Krimmel case appears for the first time 
at the top of page 6, 

THE COURT: Has it been reported in the Federal 
Second advance sheets? 

MR. ARMORE: I don’t think it has. your Honor. 
These are very recent decisions, 

THE COURT: I have the Federal Second, but I do 
not have the U.S. Patent Quarterly in my chambers. 

MR. ARMORE: I am sorry, I know that you prefer 
Federal citations, but I don’t think they have been re- 
ported. 
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THE COURT: Very well. You suggest that you defer 
argument on those two cases until later. That is entirely 
satisfactory to the Court. 

WR. ARMORE: That is correct, your Honor, unless the 
Court prefers I do it now. I can do it in either event. 

I may point out—I will then go on to just briefly men- 
tion in a very general fashion the other decisions which 
are set forth in the plaintiff's brief. Most of the decisions 
here relate to non-medical—involve cases with non-medical 
materials and, therefore. I submit that they are not at all 
pertinént. One case found in the middle of page 5, Blicke 

_ Treves. under point seven, that ease did involve a 

compound which was characterized in the disclosure 

as having medical properties, but the disclosure 

‘did not limit the application of the compound to 
human beings and the showing was made in, that case 
that it was effective on animals and the Court held that 
it was sufficient showing of utility. 

Of course. in this case our position is that the disclosure 
is limited to human beings and, moreover. there is no 
showing whatsoever that the product is effective with 
respect to anything. 

Now. I would like to refer your Honor to page 8 of 
the plaintiffs’ brief. the middle paragraph on that page. 
Before I refer to this paragraph specifically, I think it 
would be useful to point out that the claims in this case 
have been consistently refused by the Office on the ground 
that there has been no showing that the claimed process 
will result in a product which will have the properties 
which have been indicated in the specification. The plain- 
tiff never actually met that objection or rejection head on. 

THE COURT: I do not think you need labor this 
middle paragraph. It seems to me that before a person 
gets ‘patent protection he has got to demonstrate that 
he is entitled to a patent. 

MR. ARMORE: That is correct, your Honor. 
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THE COURT: Yes, I do not think you need labor that 
middle paragraph. 
29 MR. ARMORE: All right, I won't mention it. 
except I would like to mention one point in connec- 
tion with that. In that paragraph the plaintiff in effect 
admits that he does not have a completed invention, the 
product has never been tried on human beings and that 
further work is necessary. 

THE COURT: Very well. 

MR. ARMORE: Now, the last point that I am going 
to consider in connection with my opening argument and 
in connection with the brief is found both on pages 7 and 
8 of the trial brief and was also referred to by plaintiffs’ 
counsel in his opening statement. In both of these pages 
the plaintiff refers to the fact that his product is useful 
for laboratory testing and he indicates that he intends 
to produce evidence to show that the thawed blood which 
results from the claimed process will be useful for labora- 
tory testing. Now. I would like to suggest to the Court 
that there has been no disclosure whatsoever in the speci- 
fication that the product of the claimed process is intended 
to be used for laboratory testing. Furthermore, I would 
like to suggest, too, that it would be improper for any 
evidence to be produced—incidentally, no arguments have 
ever been advanced during the prosecution in the Patent 
Office that the product is useful for laboratory test pur- 
poses, I suggest that any evidence introduced along those 

lines would be improper, even though this is a suit 
30 under 35 U.S.C. 145. As your Honor as well 

aware, from decisions in this Court and by the 
Court of Appeals, while a suit under 35 U.S.C. 145 is 
a suit de novo, nevertheless the Court will not ignore 
what has gone before— 

THE COURT: TI do not follow you. What was your 
point? 

MR. ARMORE: As your Honor knows, while a suit 
under 35 U.S.C. 145 is considered a suit de novo, never- 
theless decisions by this Court, as in Shering vs. Marzall 


36 


and other cases. have held that the Court cannot ignore 
what has gone before. 

THE COURT: Of course not. 

MR. ARMORE: Furthermore. even though this is a 
sait de novo. the plaintiff is not free to bring in evidence 
along lines purporting to support arguments which have 
not been presented hitherto to the Patent Office. Further- 
more. he is not permitted to introduce new evidence which 
may amount to nothing more than either suppression, bad 
faith or cross negligence. 

THE COURT: May amount to what? 

MR. ARMORE: Suppression, bad faith or gross negli- 
zenee. Where he. as he indicates here. will attempt to 
introduce evidence indicating that the product is suitable 
for laboratory purposes, no such argument, no such evi- 

dence having been submitted to the Patent Office 
31 during the whole course of prosecution, the plain- 

tiff cannot introduce that trpe of evidence even in 
a@ suit under 35 U.S.C. 145. 

THE COURT: Whr not? 

MR. ARMORE: Because. as pointed ont in the decisions 
in Shering Corp. vs. Marzall. 101 F. Supp. 571, page 573; 
a@ more recent decision in Killian vs. Watson, this does not 
appear in the Federal Supplement, the only citation I 
have is 121 U.S.P.Q. 507. — 

THE COURT: What Court is that? 

MR. ARMORE: In the United States District Court 
for the District of Columbia. It is in this Court. 

THE COURT: What Judge? 

MR. ARMORE: Judge Murphy. 

THE COURT: The first case that you rely on is 101 
F. Supp. 571. is that it? 

MR. ARMORE: That is correct, your Honor. There 
are a number of other cases. 

THE COURT: Always give me your best one first. 

MR. ARMORE: All right. your Honor, that is the 
best one. 
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THE COURT: At least, the one you consider best. 

In a non-jury case I believe in being rather liberal in 
allowing parties to make their record. 

MR. ARMORE: Your Honor, may I just point 

32 this out, that these decisions that I have cited and 

other decisions which I have not yet cited, which 

all go to the same point, it has been uniformly held that 

even in a suit of this type the plaintiff may not introduce 

new evidence which does not strengthen contentions al- 
ready made before the Patent Office. 

THE COURT: Very well. This is not the time to 
argue the matter. Let’s wait until evidence is tendered. 
and if you object, I will hear the objection. 

MR. ARMORE: All right, your Honor. Thank you. 

THE COURT: You may proceed. 

MR. BICKEL: We are now ready to call our first 
witness, your Honor, Dr. Lyell Klotz. 


Thereupon, 
LYELL J. KLOTZ 


called on behalf of the plaintiffs. and having been duly 
sworn, was examined and testified as follows: 


DIRECT EXAMINATION 
BY MR. BICKEL: 


Q Will you state your full name. please? A Lyell 
J. Klotz. 

THE COURT: What is your name, sir? 

THE WITNESS: Lyell J. Klotz. 

THE COURT: You dropped your voice when you got 

to your last name, so I did not get it. 
33 THE WITNESS: Klotz, K-l-o-t-z, L-y-e-l-]. 
THE COURT: Thank you. 


BY MR. BICKELL: 


Q What is your occupation, Dr. Klotz? A Iam 
Director of Research for the Central Pharmaceutical Com- 
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pany of Seymour, Indiana. In conjunction with my 
work— 

THE COURT: Mr. Witmess, you will have to talk so 
everrdody can hear you. You may use the microphone 
if you wish. You are in a big courtroom, you know, you 
are not in your office or in your laboratory. 

THE WITNESS: I am Director of Research for the 
Central Pharmaceutical Company of Seymour, Indiana, 
in conjunction with my position as Director of Pharma- 
ceutical Research for the Commonwealth Engineering 
Company of Dayton. Ohio. 

Is that adequate. your Honor? 

THE COURT: You may not address questions to the 
Court. 

THE WITNESS: Sorry. sir. 


MY MR. BICKEL: 


Q Where do you reside. then. Dr. Klotz? A I re- 
side at 3102 Marigold Court. Kettering, Ohio. 

Q Would you describe to the Court your technical 

education? A I received a Bachelor of Science 
34 degree from the University of Nebraska in 1928, 

the Master of Science degree from the University 
of Nebraska in 1929, both in pharmacy. I received the 
Doctor of Philosophy degree in 1934 from the University 
of Florida, with a major in pharmaceutical chemistry. 

Q ‘Now would you describe to the Court your occupa- 
tional experience in the pharmaceutical and medical field? 
A JT have served as a faculty member at the Medical 
College of South Carolina and at the University of South 
Carolina. where I taught subjects in pharmacy and related 
fields. I also served as a faculty member at the Ferris 
Institute in Big Rapids, Michigan, in the subjects of 
pharmacy and biology. I served as head of the Chemistry 
Department and Director of the Department of Student 
Health at Southwestern State College in Weatherford. 
Oklahoma. Subseauently. as Dean of the Cincinnati Col- 
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lege of Pharmacy, Cincinnati, Ohio, for a period of seven 
years, Subsequent to that, I served as Director of Re- 
search for Lloyd Brothers, Inc., a pharmaceutical mann- 
facturer, Cincinnati, Ohio, until May of this past year. 
THE COURT: I think the witness is well qualified. 
Are you trying to qualify him as a chemist in the pharma- 
ceutical field? 
MR. BICKEL: In the pharmaceutical field, vour Honor. 
yes. 
35 THE COURT: I think he is qualified. I do not 
think Government counsel will question that. 
MR. ARMORE: I do not, your Honor. 


BY MR. BICKEL: 


Q Dr. Klotz, have you read the file wrapper of the 
patent application in suit here so that you are generally 
familiar with the subject matter involved? A Yes, sir. 
T have reviewed it. 

THE COURT: May I interrupt you. Mr. Bickel? Are 
you going to offer the file wrapper in evidence? 

MR. BICKEL: Yes, your Honor. 

THE COURT: I would suggest this might be an ap- 
propriate time to do it, in view of the fact that you are 
referring to it. 

MR. BICKEL: May we have this marked as Plaintiffs’ 
Exhibit for identification? Your Honor, I have here a 
certified copy of the file wrapper of Patent Application 
No. 370533, the application in suit, and I now offer it 
into evidence. 

THE COURT: Are von offering it in evidencef 

MR. BICKEL: Yes, your Honor. 


(File Wrapper marked Plaintiffs’ Exhibit No. 1 and 
received in evidence.) 
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THE COURT: You may proceed. 
BY MR. BICKEL: 


Q Dr. Motz. do you know what the percentage 
of water is in the composition of a red blood cell? A 
I believe about eighty per cent. 

Q' Are you familiar with the physical constituent which 
is known as the heat of fusion? A Yes, sir. 

Q Would you explain to the Court what this principle 
is, with special reference to water? A The heat of 
fusion is defined as the number of calories of heat re- 

ed to convert a substance in the solid state into that 
same substance in the liquid state. With reference to 
water the ficure. I believe. is approximately eighty cal- 
ories of heat per gram. which is the amount of heat re- 
quired to melt one gram of water as ice into the aqueous 
liquid state. 

Q And applying that principle to water, how many 
calories of heat are necessary to raise one gram of water 
once it has been melted one degree centigrade? A One 
ealory, sir. 

Q: Burt it requires cighty calories simply lo change il 
from water into—exense me—from ice into water without 

changing temperature? A That is true. 
37 Q Is this principle of heat of fusion a fairly 

established and constant principle and can you 
think of any examples to show that? A Oh, ves, this 
is one of the fundamental physical properties of matter. 
I believe, if I remember correctly, this was first expound- 
ed back in the 1700s. Heat of fusion is a very well estab- 
lished principle which is invariable within very narrow 
limits at all temperatures for all substances, 

Qi I see. Then if the time of explosure of a material 
to a heat—and, for example, heat of a thonsand degrees, 
or any heat which you might choose—if the time of ex- 
posure is sufficiently small] and the material is in its 
solid state, is it possible for that material to he exposed 
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to the heat and yet not change its teinperature? A! 
would certainly say yes, under the proper conditions. 
THE COURT: I am afraid I did not follow the ques- 
tion. 
MR. BICKEL: I apologize to the Court, your Honor. 
THE COURT: No, that is all right. Would you mind 
repeating it? 
MR. BICKEL: Not at all, your Honor. 
THE COURT: It involves a technical concept and I 
did not grasp it the first time. 
38 MR. BICKEL: Perhaps I could make it even 
clearer. If we assuame— 
THE COURT: Suppose you read the question. 


(The last question was read by the Reporter.) 
THE COURT: What was the answer? 


(The last question was read by the Reporter.) 
THE COURT: Is that the same principle as the prin- 


ciple of latent heat? 

THE WITNESS: Latent heat of fusion, your Honor. 

THE COURT: Heat of fusion and latent heat are 
synonymons, are they? 

THE WITNESS: Latent heat of fusion is srnonymons 
with heat of fusion. 

THE COURT: Yes. When I studied physics they used 
to call it latent heat rather than heat of fusion. It is 
the change in nomenclature that puzzled me. 

THE WITNESS: T think it’s the same, sir. 


BY MR. BICKEL: 


Q Then with reference to the file wrapper of the 
patent in suit— 
MR. BICKEL: If T may, your Honor, T will read 
briefly from page 8 and ask a question of the witness. 
Q Page S of the file wrapper, this statement is 
made: 
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39 “The lability and the size of the particles which 
is normally small will vary slightly from sample to 
sample but these factors are ordinarily of less im- 
portance than the original temperature condition of 
the particles and accordingly the latter governs the 
choice of tube length, temperature gradient and spe- 
cific temperatures employed as well as the velocity 

to be imparted to the particles in their density.” 

Now, with reference to that, if the proper adjustments 
of time of exposure to the heat are made, is it possible 
to pass frozen blood cells at zero degrees centigrade even 
through 1100 degrees centigrade temperature without 
changing their temperature from zero degrees centigrade? 
A Well. I would think so, sir. It seems to me it’s anal- 
ogous to passing your hand through an open flame. As 
I recall it. the temperature of a Bunson flame is about 

fteen to sixteen hundred degrees centigrade. I have 
personnely passed my hand through a gas flame a good 
many times without burning my hand in any way, pro- 
vided I did it rapidly enough. 

Q Correct. And is the cell structure of your hand 
roughly analogous to that of human blood or red blood 
cells? A I would say. in the sense that all biological 
materia! is made up of individual cells, that there cer- 
tainly— 

THE COURT: I wonder why we need all this. 
40 This is very interesting and instructive, but why 
do we need this line of inquiry for the purpose of 

this case? 

MR. BICKEL: Your Honor— 

THE COURT: Well, I am not going to ask counsel 
to discuss this matter, but I am going to ask counsel to 
get as promptly as possible to the point that I have to 
decide. 

MR. BICKEL: Your Honor, this is the point that this 
invention follows recognized scientific principles. I have 
another question or two— 
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THE COURT: I do not understand that the Patent 
Office questions the fact that you can thaw out frozen 
blood by your process. What they question is whether 
the blood that you get by your process is a useful product 
in the technical sense, 

Isn’t that the point? 

MR. ARMORE: We question whether it’s suitable— 

THE COURT: Do I correctly understand your point? 

MR. ARMORE: Except for one point. 

THE COURT: Beg pardon? 

MR. ARMORE: Except for one point, your Honor. 
We question whether it is suitable for human transfusion. 

THE COURT: I understand. Then the answer to my 
question is yes. 

MR. ARMORE: Yes. your Honor. 

41 THE COURT: Very well. 

MR. BICKEL: Your Honor. the Patent Office 
has stated, and. as a matter of fact, it was stated in the 
argument here that the high heat to which the blood cells 
are heated would cause them to deteriorate; and the point 
of this testimony was to bring out this high heat does 
not necessarily mean that the blood cells reach a high 
heat. 

THE COURT: Very well. I do not want to curtail 
your presentation unduly, I want you to have every op- 
portunity to present your case, but T suggest that we 
get to the issues as promptly as we can 

MR. BICKEL: Yes, your Honor. 

BY MR. BICKEL: 

Q Are you familiar, Dr. Klotz, with any uses for red 
blood cells other than for purposes of human transfusion? 
A Yes, sir. 

Q Would von describe to the Court any uses of red 
blood cells— 

MR. ARMORE: Your Honor, I object to that line of 
questioning in view of the fact that the disclosure in the 
specification is limited exclusively to human transfusion, 
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and|for the reasons that I have indicated before. in view 
of the decisions I have referred to before in my opening 
remarks. 
THE COURT: Objection overruled. You may an- 
swer, 
2 THE WITNESS: Yes. sir. I do. Red blood cells 
are used in several diagnostic procedures used by 
laboratories as an aid in the diagnosis of human disease. 


BY MR. BICKEL: 


Q) Are there any uses which would be helpful in having 
frozen blood cells at hand in a laboratory, with reference 
to animal blood? A Yes. I would say so. 

Q Would you explain some such test? 

MR. ARMORE: Your Honor, I will not continue my 
objections along this line. but you will understand that— 

THE COURT: I am going to allow this testimony. 
What weight I shall attach to it is a different matter, 
but I will allow it to be given. 

MR. ARMORE: All right, your Honor, and I will make 
no further objections along this line and it will be under- 
stood that— 

THE COURT: No, it is understood that your objection 
stands to this entire line of inquiry. 

MR. ARMORE: That is correct, your Honor. 

THE WITNESS: May I have the question again, sir? 


(The last question was read by the Reporter.) 


THE WITNESS: Yes—I am confused as to the ques- 
tion. May I hear the question before that, please? 
THE COURT: Suppose you repeat your ques- 
tion, Mr. Bickel. 
MR. BICKEL: May I rephrase it, your Honor? 


BY MR. BICKEL: 


Q. I am now referring to tests wherein animal blood 
might be used. Would you describe any laboratory tests 
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wherein animal blood might be used as a standard test 
sample? A Yes. The original Wasserman test for the 
presence of syphillis, and I believe all subsequent modi- 
fications of that test. require the use of sheep blood cor- 
puscles as an integral part of the technique. and to the 
best of my knowledge the test cannot be carried out with- 
out sheep blood corpuscles or those of a related animal. 

Q In your opinion, as one who has worked in labora- 
tories, would it be helpful to have in a hospital laboratory 
a supply of sheep blood corpuscles stored in a frozen 
form? A I would say yes, for the reason that ordinary 
storage of sheep blood corpuscles results in their deteri- 
oration within periods of possibly two weeks or less. 
Therefore, it is necessary to constantly reconstitute the 
supply of corpuscles in order to carry out this particular 
examination. 

THE COURT: I think we will take our usual mid-after- 
noon recess. 


(Brief recess.) 
44 THE COURT: Yon may proceed. 
BY MR. BICKELL: 


Q Dr. Klotz, having read the file wrapper of this 
application, did you observe anything in the proposed 
process, as to application of heat and adjustments of the 
variables of time and length of exposure, which would 
be contrary to recognized scientific principles? A I 
don’t think so, sir. 

Q In your opinion, if the length of time of exposure 
to high temperature is sufficiently small, is it possible to 
pass red blood cells through a high temperature without 
scorching them? A I see no reason why not. IT would 
certainly think so. 

MR. BICKEL: No further questions. 
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CROSS-EXAMINATION 
BY MR. ARMORE: 


Q Dr. Klotz. rou have testified that ron can’t foresee 
any changes in passing frozen blood quickly through a 
hich temperature. and you gave as an illustration of fact 

you can pass your hand through a Bunson burner 
eel it, is that correct? A I think 


were wet. would you feel 
send the question. 


Suppose yon read the question. 


ull question was read by the Reporter.) 


THE COURT: Feel what? 

MR. ARMORE: Feel the effect of the heat of the flame. 

THE WITNESS: If the heat were inadequate, no; if 
the hear were adequate. I think res. 

THE COURT: What is your answer? 

THE ee SS: If the heat were adequate. perhaps 
yes: if the heat were inadequate, perhaps no. 


BY MR. ARMORE: 


king about a Bunson burner, Doctor. 


] the heat of boiling water if my hand 
ugh in that flame. 
would feel the effect of the heat if you 
wet hand through a Bunson burner, is that 
No. sir, I did not make that statement. 
Would you feel any effect whatsoever if you passed 
your wet hand through a Bunson burner? A I think 
again it would depend entirely on the rate at which my 
hand went through the Bunson burner. 
Q ‘Is it true that when blood is removed from the hody 
it tends to undergo changes? 
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46 A Yes, sir. 

Q When blood has been subjected to various 
factors, such as either acid or alkali or heat, will changes 
be produced in the blood? <A Yes, sir. 

Q When blood has been changed as a result of such 
factors is the blood generally considered denatured blood? 
A Yes, sir. 

Q What would be the result of transfusing denatured 
blood into a human being? A It would— 

MR. BICKEL: Your Honor, I object to this question. 

THE COURT: Read the question. 


(The last question was read by the Reporter.) 


THE COURT: Objection overruled. 
THE WITNESS: May I hear the question again? 
THE COURT: Read the question again, please. 


(The last question was reread by the Reporter.) 


THE WITNESS: It would depend, sir, I think, com- 
pletely upon the degree of denaturation. Would you care 
me to amplify my answer? 

MR. ARMORE: Yes, you may amplify. 

THE WITNESS: If the degree of denaturation were 

sufficiently severe so that the proteins making up 
47 the cellular substance were denatured, toxic re- 
actions might be produced, but— 

THE COURT: By toxic you mean the human being 
might be poisoned? 

THE WITNESS: Yes, sir. But, sir, on the other hand. 
blood is transfused often after storage up to thirty days 
and during that thirty days of ordinary storage in the 
refrigerator some degree of denaturation is constantly 
occurring. Therefore, it is impossible to answer the 
question yes or no; it depends entirely upon the degree 
of denaturation, I think, as to the potential dangers and 
hazards involved. 
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BY MR. ARMORE: 


Q: Therefore. it is true that you have testified that heat 
will tend to denature blood? A Yes, sir. 

Q. And that the degree of denaturation—any adverse 
effects upon transfusing that blood will depend upon the 
degree of denaturation? A Yes, sir. 

Q Which. in turn, will depend upon the amount of 
heat that has been applied to the blood? A Yes, sir. 

MR. ARMORE: That is all. your Honor. 

THE COURT: Anything further? 
4s MR. BICKEL: Yes. two questions to clarify 
something. your Honor. 


REDIRECT EXAMINATION 
BY MR. BICKEL: 


Q When you stated that heat would tend to denature 
blood. Dr. Klotz. did you mean that the heat to which 


the blood itself had risen or the degree of external heat 
which was applied? A I meant the heat to which the 
blood—will von ask the question again, please? 

THE COURT: Will you read the question? 


(The last question was read by the Reporter.) 


A I intended to mean the heat to which the blood had 

isen: but I must also qualify that answer in terms of the 

amount of time to which that blood was exposed to that 
heat. 

Q Dr. Klotz, taking into account the phenomenon of 
heat of fusion or latent heat, to which you earlier testi- 
fied; if, let us say, blood at zero degrees centigrade in 
its frozen state were exposed to a high temperature for 
such a sufficiently small length of time that it had merely 
liquified and had not begun to rise in temperature, would 
it make any difference at all how much—what the degree 
of outside heat which had been applied was? <A It cer- 
tainly would not seem so. 
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49 Q Is it possible, applying the principle of heat 
of fusion again, together with the variables of time 

of exposure, which we have discussed, to pass blood 
through, frozen blood, through a temperature gradient 
of let’s say 1100 degrees to 37 degrees, provided your 
speed adjustment is correct, and have the blood come out 
the discharge end having never risen above 37 degrevs 
centigrade itself? A It would certainly seem so, based 
on physical principles. 

MR. BICKEL: No other questions. 

THE COURT: Anything else? 

MR. ARMORE: No other questions, your Honor. 

THE COURT: You may step down. 


(Witness excused.) 


MR. BICKEL: Your Honor, the plaintiff rests. 
MR. ARMORE: Your Honor, you will accept final 


arguments? 
THE COURT: Yes. Before we do that. are you going 


to offer any evidence? 

MR. ARMORE: Yes, I will offer into evidence the 
defendant’s exhibits which have been informally handed 
to the Court, Exhibits A to E. I will now offer Defend- 
ant’s Exhibits A to E in evidence. 

THE COURT: They may be admitted. 


50 (Defendant’s Exhibits A—Tullis-Blood Cells & 
Plasma Proteins, 1953, Academic Press. NYC. pp 

207-208; B—Print of Drawing; C—Examiner’s Answer: 
D—Decision of Board of Appeals; E—Decision on Re- 
consideration; were marked Defendant's Exhibit No. 1 
and received in evidence.) 

THE COURT: Do you rest? 

MR. ARMORE: Yes, your Honor. 

THE COURT: Now what was your request about final 


argument? 
MR. ARMORE: I asked you whether you will accept 
final argument. 
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THE COURT: Yes, I will be very glad to hear final 
argument. Are you ready to proceed? 

VR. 'BICKEL: I am, your Honor. Your Honor, hav- 
ing not appeared in this Court before, does the Court 
have any limitation upon length of time? 

THE COURT: No. 

WR. BICKEL: I don’t plan a lengthy argument. 

THE COURT: You may proceed as long as you wish 
so long as you are making contributions. 


\R. BICKEL: Thank you, rour Honor. 


CLOSING ARGUMENT BY COUNSEL ON BEHALF 
OF PLAINTIFFS 


WR BICKEL: I believe. as an important preliminary 
to my discussion, I should point out that the state- 
51 ment that the government counsel has made here 
as to the utility which we have claimed in the ap- 
plication does not seem to be correct. He implied that we 
had limited our claim of utility to human use because 
of certain statements made upon page 1 of the specifica- 
tions—I believe the Court has a copy—and he read there- 
from the final paragraph on page 1, the first sentence 
thereof, where it says previous methods for reconstitution 
of material. 

I point ont to the Court this is not the claim of utility 
of the patent, this is a discussion of previous methods 
of reconstitution of material. That discussion in that 
paragraph has nothing whatsoever to do with the claims 
of the application in suit. 

THE COURT: I have not as yet read your specifica- 
tion, I am going to overnight, but do you in your speci- 
fication point out what uses you are going to put this 
process to? 

MR. BICKEL: No, your Honor; this is a process, and 
we point out that it is a process for quick reconstitution 
or thawing of the blood cells, and we believe that the 
quick reconstitution itself is a usefulness, is a utility. 
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THE COURT: But do you point out what the utility 
is? That is my question. 

MR. BICKEL: We do not discuss it at length. your 

Honor; and, furthermore, we do not believe that it 
52 is necessary to point out every possible use of a 
proposed invention. 

THE COURT: Of course it is not necessary. but I am 
only asking you the question whether you did or not. 

MR. BICKEL: No, your Honor, it is not pointed out. 

THE COURT: Did you point out any use? 

MR. BICKEL: The use of it as a process for quick 
thawing, and that is the only use. 

THE COURT: Perhaps I do not make my question 
clear. Does your specification point out any particular 
purpose for which the blood processed by this method 
may be used? 

MR. BICKEL: J didn’t understand your question at 
first, your Honor. 

No, there is no mention at all of the use to be made 
of the resulting product. 

THE COURT: I do not think the law requires that the 
applicant point out the uses, but it is helpful if he does. 

MR. BICKEL: Yes. your Honor. And one other point 
which we might mention before beginning our argument. 
All the way through in this ease—and I believe really 
this is the essence of the case—the Patent Office has relied 
upon the fact that blood when heated does tend to, we 
might say. disintegrate: in other words, it loses its vala- 
ablo position for use in transfusion purposes. But coun- 

scl for the defendant and the Patent Office in the 
53 hearings before it continually confused the apply- 

ing of external heat with the fact that the blood 
itself must rise in temperature above body temperature 
before harmful effects occurred. They assumed that be- 
cause you apply 1100 degrees centigrade temperature to 
the blood, that it, itself. would rise to a high temperature. 
And we fecl that this is the basic erroneous assumption 
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which they have made all the way through the case, and 
that in fact the testimony of Dr. Klotz shows that if the 
speed is adjusted—which is a mechanical adjustment— 
as pointed out in the disclosure of the application, that 
the blood may be passed through this tube without its 
own ‘temperature having exceeded 37 degrees centigrade, 
no matter what external temperature is applied, applying 
the principle of heat of fusion, wherein heat is absorbed 
in the frozen state without any change of temperature of 
the material which is so absorbing the heat. 

And with that preliminary statement. I would call the 
Court's attention to certain authorities which we feel 
are exceedingly important in this case. I discussed in my 
opening statement the Isenstead case, which the Court 
has referred to. Since the Isenstead case was decided 
there have been two cases to which we call the Court’s 
attention in the Court of Customs and Patent Appeals, 
which dealt with similar subject matter. These are cited 
to the Court not as binding authority on this Court, of 

course, but they are submitted— 
54 THE COURT: I would regard a decision of the 
Court of Customs and Patent Appeals, even though 
not ‘technically binding, as very persuasive and very im- 
portant. 

WR. BICKEL: We feel they would be extremely in- 
formative to the Court. 

THE COURT: Yes. I have a very high regard for 
that Conrt. 

MR. BICKEL: Now, the decision of In Re Krimmel, 
which defense counsel discussed, we have been unable to 
find in the advance sheets. It is perhaps printed by now, 
your Honor, but I do have a copy of that decision as 
appeared in U.S. Patent Quarterly, if the Court would 
like to have it. 

THE COURT: I would like to have it. 


(The document was handed to the Court.) 
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THE COURT: That is very helpful, I am sure. Thank 
you very much. 

MR. BICKEL: Yes, your Honor. I am sorry that I 
wasn’t able to get the advance sheet citation because it 
is possible within the last week or two it has come out, 
but at the time of writing the brief it had not yet come 
out. 

The Krimmel case involved a patent application wherein 
the applicant had specified that the material was for 
pharmaceutical uses. The applicant had not specified that 

the material was to be used for human use. And 
55 I call the Court’s attention particularly to the 

statements made at page 220 of the U.S.P.Q. cita- 
tion, wherein the Court of Customs and Patent Appeals 
discussed this fact. And I don’t want to bore the Court 
with reading, but may I read a pertinent portion? 


“Although we have no doubt that the Patent Office 
has, in the case at bar, acted in good faith and with 
proper motives, the fact remains that the Patent 
Office has not been charged by Congress with the 
task of protecting the public against possible misuse 
of chemical patents. There is nothing in the patent 
statute or any other statutes called to our attention 
which gives the Patent Office the right or the duty 
to require an applicant to prove that compounds or 
other materials which he is claiming, and which he 
has stated are use for pharmaceutical applications, 
are safe, effective, and reliable for use with humans.” 


THE COURT: You know, without detracting one bit 
from what I said about having a high regard for the 
Court of Customs and Patent Appeals, with due deference 
I do not agree with that statement. 

MR. BICKEL: Your Honor, the statement we 

56 are offering to the Court as informative of the 

views of that Court, but our position is this, that 

this case does not involve a new chemical formula, it 
involves a process. 
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THE COURT: I know it involves a process, but if by 
means of that process you might put on the market a 
deleterious product I think that is a matter of concern. 
As I said in the Isenstead case. we have to look at those 
matters realistically. The Patent Office. of course, does 
not guarantee usefulness. but the public looks upon it as 
an imprimatur: they say they would not have given a 
patent if this was a harmful substance. 

MR. BICKEL: Right. Your Honor, I believe that our 
position is not inconsistent with the Isenstead case. 

THE COURT: I know. You would limit the Isenstead 
case to a produet. 

MR. BICKEL: No. rour Honor. that is a limitation 
that the Government counsel here has— 

THE COTRT: Then how would you limit it? 

MR. BICKEL: Well. it is limited to a situation where- 
in it cannot be accurately predicted scientifically what the 
effects will be of the resulting product. 

THE COURT: I should have thought that you would 
make a series of tests and then submit affidavits to the 
Patent Office embodring the results of those tests. 

MR. BICKEL: Your Honor, there is a very good 

57 reason in this case, which I think this is a good 
time to point out to the Court. To perfect this 
device to the point of using it on human beings would 
require a considerable and large expenditure of money. 

THE COURT: I assume that. but have you made ex- 
periments on animals? 

MR. BICKEL: Your Honor, no opportunity was given 
us by the Patent Office to do so. 

THE COURT: It seems to me that that should have 
been done before you filed your application and submitted 
affidavits showing what you have done. In other words, 
patents are not granted to protect experimentation, they 
are granted only when the experimentation successfully 
culminates in a result. 
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MR. BICKEL: Correct, your Honor. The anestion 
before the Court, then, is how does an applicant go about 
showing that that result will be accomplished. Is it neces- 
sary to produce tests. or where you can show that it is 
perfectly sound from a physical sense is it not correct. 
We believe that the courts have repeatedly ruled upon 
this question and that the law is fairly well settled on 
the point. I would like to discuss that with you. 

THE COURT: Apparently the Patent Office is not 
satisfied unless there are actual tests, and I do not know 

that I would criticize the Patent Office for exacting 
58 tests. We are dealing, as I say. with human 
beings. 

Now, assuming that this may be used for animal blood. 
but you do not say in your specification that this should 
be used only for animal blood and we have not reached 
a stage where we can suggest that it be used on human 
beings. 

If you had said that in your specification, the situation 
would be entirely different. 

MR. BICKEL: We do not believe. your Honor, that 
the law requires such a statement and that is with all 
deference to the Court. I would like to discuss the 
authorities. 

THE COURT: I do not think the law requires such a 
statement, the Court agrees with you. but you would be 
in a better position before the Patent Office and before 
the Court if you put in that limitation because it is one 
thing to deal with an invention that can cause nobody 
any harm, quite another thing when you are dealing with 
medicine or a process in producing a medicine. 

MR. BICKEL: Your Honor, the Patent Office specifi- 
cally limited the plaintiffs, the applicant at that time to 
showing human transfusion tests. I call your attention— 
in other words, no opportunity was given to submit lesser 
tests. Human transfusion tests specifically were required. 
and we contend that is where their error lies. 
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Now, if you will look at the Board of Appeals 
decision. I believe you have it separately, at page 2 
of the decision. There they state: 


“Applicant has not submitted any factual evidence 
to establish that frozen blood when rapidly thawed 
by the claimed process gives a composition useful 
for transfusion.” 

And later on. on the same page, they state—excuse 
me—the other thing to which I am referring is the state- 
ment of the carmen himself that tests on the order sug- 

ted to show the state of the art—and 

or has that reference—should have 

as a showing of utility. There was no 
to show other tabaetoy tests which 


THE ‘COURT 7 do not ae what you mean by no 
opportunity Was oy On page 3 of the Board of Ap- 
peals opinion it is stated it remains unexplained why 


some clinical evidence has not been submitted in substan- 
tiation. 

MR. BICKEL: I would interpret clinical evidence, your 
Honor, as requiring some showing of using this upon some 
living creature, rather than a showing that this would 
work without raising the temperature of the blood. 

THE COURT: Clinical evidence, I take it, means ex- 

perimentation and not just a statement of opinion. 
60 MR. BICKEL: The statement of opinion so- 

called, which is in the record of this case, is not 
a statement of opinion at all. It was called opinion sim- 
ply because it was quoted by a man who worked for the 
company. The affidavit was made by a man who worked 
for the company to which the application had been as- 
signed. The affidavit states that the experiment has been 
performed. I should read it verbatim. It says there 
has been a successful doing. 

But I do state at this time to the Court this affidavit 
was not meant to imply that this has ever been used for 
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human transfusion purposes as vet, and that affidavit did 
not mean to so imply. 

THE COURT: Are you stating that it is not intended 
to be used for human transfusion purposes? 

MR. BICKEL: I am stating that this application thaw~ 
blood. This thawed blood has a usefulness. That before 
it could be used for human transfusion there would b+ 
of necessity a requirement for further development, fur- 
ther testing to make certain of this. But there is no scien- 
tific reason, when viewing this application. to predict that 
it would not work successfully for human transfusion 
purposes. 

THE COURT: It seems to me that you are trying te 
shift the burden of proof to the Patent Office. The ap 

plicant must establish he is entitled to a patent. 
61 MR. BICKEL: Your Honor, I call your atten- 
tion to the Supreme Court decision of Hildreth vs 
Mastoras, 257 U.S. 27. This is cited on page 12 of our 
brief. Here we are speaking of—in that decision they 


are speaking of a machine. In other words, they are not 
dealing with a chemical compound. It says: 


“The machine patented may be imperfect in its 
operation; but if it embodies the generic principle, 
and works, that is, if it actually and mechanically 
performs, though only in a crude way, the important 
function by which it makes the substantial change 
claimed for it in the art, it is enough.” 

THE COURT: Well, I do not think it is appropriate 
to compare a process of this kind with a purely mechani- 
cal process. 

MR. BICKEL: Your Honor, the evidence submitted. 
and this is actually another viewpoint of the case now, 
regardless of that argument the evidence submitted by 
the witness here shows definitely that the temperature 
of the blood as it is passing through this apparatus ends 
up at approximately 37 to 50 degrees centigrade. That 
testimony shows that if the speed is properly adjusted 
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there will be no scorching of the blood cells. It 
62 shows that this heat—the blood cells themselves 

have not risen to the heat. Now. this is not by 
test, this is by application of recognized scientific prin- 
ciples. 

THE COURT: That is just the difficulty. Mr. Bickel. 
The Court was highly impressed by the achievements and 
the logic of Dr. Hlotz, but nevertheless the Court cannot 
overlook the fact that his testimony is opinion testimony 
and is not based on experimentation. In other words. 
it is deductive logie rather than inductive logic. 

MR. BICKEL: Correct. your Honor, but it does follow 
recognized scientific principles. 

the Court’s attention again to the Court of 

and Patent Appeals. but I think this is a sig- 

nificant case. We are discussing. more or less. I know, 
the onus is upon the applicant, but there are 

grounds upon which the Patent Office may 

act too; they may not just on sheer speculation decide 


that something may not work. In the case cited at page 
13 of our brief. Application of Chilowsky, 229 F. 2d 457, 
in that case neither the Examiner nor the Board pointed 
at—I am referring to page 462. your Honor— 

THE COURT: What case are you referring to? 

\R. BICKEL: Application of Chilowsky. 229 F. 2d 
457, ‘at page 462. If I may read briefly from the opinion: 


“Neither the Examiner nor the Board pointed 
63 out any specific feature of appellant’s disclosure 
which was definitely shown to be, or even considered 
to be, inoperative. The basis of the rejection seems 
rather to be that the apparatus may not operate, 
because of various difficulties which may arise when 

it is constructed.” 


And then skipping a few lines, to the conclusion of 
the Court: 


“Thus, in the usual case where the mode of oper- 
ation alleged can be readily understood and conforms 
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to the known laws of physics and chemistry. opera- 
tiveness is not questioned, and no further evidence 
is required.” 

THE COURT: Now what case are you reading from? 

MR. BICKEL: Application of Chilowsky, Court of 
Customs and Patent Appeals, 1956. 

THE COURT: Is that cited in your brief? 

MR. BICKEL: Yes, your Honor. at the bottom of 
page 13 of our brief. 

THE COURT: Yes. 

MR. BICKEL: And then the Court concluded at page 
463 that the Patent Office had not given sufficient reason 
for their rejection. 

Now, if the Court will search this file wrapper 
64 from cover to cover you will find that no scientific 
reason has ever been given in there why this 
wouldn’t work except that the Examiner thought the 
cells, and I believe this is an exact quote. might be 
scorched. And they do not question utility except in 
the sense of operability, if the Court will notice. The 
question here is whether this machine will work. But it 
conforms in every respect to scientific principles. There 
is no reason why it would not work, and we contend 
that in that situation that is a sufficient showing of oper- 
ability. And that is actually the question here. oper- 
ability, will the thing work. And we contend further 
that, through the cases, we have made a sufficient showing. 
The Supreme Court has passed upon this, it is before 
the Court of Customs and Patent Appeals: I refer the 
Court to the other cases cited on pages 11 through 13 
of the brief. And I think this is a significant case, page 
14 of our brief, your Honor—and this is quite applicable 
to what we have here—in the center of the page we quote 
from Thomas vs. Michael, 166 F. 2d 944. Do you find the 
reference? At page 946 and page 947 the Court points 
out that: 
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“Where the utility of a new product produced by 
g novel process is not known or apparent, a test is 
required to establish reduction to practice of that 
process. But where the utility of an old product 
6 produced by a novel process is known, a test is 
not required to establish reduction to practice of 

thst process.” 

Now, again. we are dealing with an old product. apply- 
ine sound recognized scientific principles to it, creating 
no new material, and obviously not causing the effect 

: OfSee speculated would happen. That 

that they contemplated that when 
temperature to the blood, it 

> to an extremely high temperature. 
feetly clear that they were con- 


templating some ‘ self is contrary to scientific 


in of the Court of Customs and Patent 
case which was cited to you by 
Heve you have it out—points out one 
This involves a matter of inter- 


pounds have been held to be patentable. 
Now. in the present case, we are not using the device 
here as a starting point for a new type of device, but yet 
here we have something which is operable, accord- 
66 ing to every scientific principle that is hefore the 
Court and certainly that exists. It is a basis upon 
which a very, very significant thing can be developed. 
Now. specifically, I mention this: in the event of na- 
tional attack. atomic attack, such as could occur, large 
quantities of blood are needed. They aren’t needed a 
half an hour from the time the patient comes in, they 
are needed instantly. This invention. when perfected to 
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the point of being used on human beings, could provide 
that instant—practically instant; one second or less— 
blood. 

THE COURT: I do not think the Government would 
deny that. The Government says that you have not 
progressed in your experimentation far enough to he 
able to say that this can be done by this invention. 

MR. BICKEL: But the Government does not contend 
that this invention will not thaw the blood. There is no 
contention whatsoever that this won’t work. 

THE COURT: The Government says that they are 
not sure that the blood produced by the process will not 
be deteriorated in the process. That is practically their 
position. Is that not so? 

MR. ARMORE: That is correct. 

MR. BICKEL: But the fallacy of their position is 

apparent in their argument because they assume 
67 the blood will reach this high temperature. They 
fail to take into account the laws of science. 

THE COURT: I do not want to hurry you so I will 
let you go on tomorrow morning. 

MR. BICKEL: Your Honor, I presume that defense 
counsel will have some other things. This would. in 
essence, except for a short summary, close my argument. 
and then I will make that summary first thing in the 
morning and be done. 

THE COURT: Very well. TI might say to counsel, 
perhaps it might be helpful to them to know it, that I 
am going to go over all the papers tonight, that is, the 
application, plaintiffs’ brief and the opinion of the Board 
of Appeals and so on. 

MR. BICKEL: Thank you, your Honor. 


(Thereupon, at 3:55 p.m., trial stood in recess, to re- 
convene October 31, 1961.) 
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69 PROCEEDINGS 
THE COURT: We will resume the trial of the 
patent case. 


THE DEPUTY CLERK: Commonwealth Engineering 
vs. Watson 
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MR. BICKEL: Your Honor, I had but just a few 
closing remarks to my argument at the time we con- 
cluded. 

THE COURT: Yes, I will be very glad to hear you. 

MR. BICKEL: Before closing our argument on the 
case, I think it is very important to call one additional 
authority to the Court’s attention which is not cited in 
our brief but which comes about as a result of some of 
the questions asked by the Court from the bench yester- 
day. 

It appears, and very rightly so, that since this device 
involves the thawing of blood cells, the quick thawing of 
frozen blood cells, that perhaps they may be reason in 
the Court’s mind—and I am sure from the questions there 
was—of concern over whether this would be, if the patent 
were granted, this would be advertised and sold to the 
public when it was not in a safe condition. 

We feel that the evidence showed clearly that the blood 
cells would not be deteriorated. But, nevertheless, even 
assuming for a moment there is a possibility, as a matter 

of policy it is not necessary that this publie pro- 
70 tection come under the patent law because here we 

do not have a new chemical compound, we have an 
old compound and we have a biological material. This 
is the distinction. 

You see, there is ample regulation of the sale of bio- 
logical material, that is, material involving living or- 
ganisms. 42 U.S. Code, Section 262, concerns the regu- 
lation of the manufacture and sale of biological products. 
Under that section, which is under the public health sec- 
tions, your Honor, the Department of Health would have 
to approve the manufacture or sale of any product result- 
ing from plaintiffs’ process before it could ever be used 
upon human beings. 

There is a case, Merck & Co. vs. Kidd, decided by the 
Sixth Cirenit Court of Appeals, 242 F. 2d 592, in which 
it was held that blood plasma manufacture and sale was 


Gt 
sudject to reguintion under the section of the U.S. Code 
have vited. 

matter ot ake *y, your Honor, we make the 

specifically provided for the 

Mevtion of the public in the use of materials involving 

such as blood and that it is our con- 

and we contend the cases support this, that 

for the patent law in that field, where there 

s ample protection provided by law, it is not for 
patent law to provide that protection. 

You say the cases so hold. The 

oes not so hold. It holds the other 


EL: Your Honor, we contend that the Isen- 
> have no disagreement with that case at all, 
logical material, that deals with a 

Now, there is no such provision, you 

t of pee to investigate this 

i the Code that we are 


THE > COURT: Wha section, please? 

MR. BICKEL: Tze peace of the Code is 42 U.S.C.A 

tion 262. The application of this to blood plasma 
was Gecided in the case at 242 F. 2d 592. I have that 
here. if your Honor would like it. 

THE COURT: Very well. 

(The documen: was handed to the Conrt.) 

MR. BICKEL: The particular portion has a mark 
indicated on the righthand page. The case was not a 
patent case, it was a personal injury case, but the point 
came up. 

THE COURT: Very well. 

MR. BICKEL: Therefore, in summary of our argu- 
ment, your Honor, we feel that we have shown statutory 
utility within the requirements of 35 U.S.C., Section 101. 
We contend that based upon the cases that we cited, for 
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example, certainly the Hildreth vs. Mastoras case. 
72 decided by the Supreme Court and actually within 

the general statement of our District of Columbia 
Court of Appeals in Canadian American Pharmaceutical 
Co. vs. Coe. This case was not discussed yesterday, but 
it is reported at 126 F. 2d S47. That involved a new 
product called by the name Ensol, which was to be a 
cancer remedy, and the evidence showed, as the Court 
said—may I quote briefly from the decision? 


“It may be that some medical scientist would dis- 
courage the use of Ensol pending further tests. It 
is not within our function to decide and we could 
not assume to decide whether its use should be en- 
couraged or discouraged.” 


THE COURT: What Judge wrote that? 

MR. BICKEL: Your Honor, I’m sorry. 

THE COURT: Those things are important sometimes. 

MR. BICKEL: Yes, I know they are, your Honor. J 
ean find it for you very quickly. May I proceed? 

THE COURT: Yes. 

MR. BICKEL: In the Canadian American Co. case 
that I have just mentioned, the Court discussed the fact 
that there was evidence in the case— 

THE COURT: What is the citation to that case? 

MR. BICKEL: 126 F. 2d S47. In that case the Court 

discussed the fact that the evidence showed that the 
73 particular medicine could be used and that there 

was evidence that it could be used without harm, 
although not necessarily with curative effects, and that 
it might relieve pain; and then the Court cited the 
Hildreth vs. Mastoras case in the Supreme Court and 
held that since it had been proved that it worked in a 
sense, that there was some use for the product, that there 
was a sufficient showing of utility. 

THE COURT: What is the Hildreth case? 

MR. BICKEL: Hildreth vs. Mastoras was a case in the 
United States Supreme Court involving a rather crude 
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inventi “iieh Gid—in other words, the product as de- 
setibad by the patentee Was not as operable as a me- 
chanical improvement, in the manufacture sense. 

THE COURT: Is that the case that held that a slight 
Gegree of usefulness is sufficient! I do not think you 
need Inder 

MR. BICKEL: : the question of operability, 
yenr Honor. and sai it would work at all, that 
the reguit nt of statute had been satisfied. 

Bat the burden of proof here admittedly is upon the 

However, we feel this, that there certainly 
tend to show that statutory utility has 

oved. We have introduced evidence to show 
aceording to all of the laws of science, that 

s man that we used as an expert, who certainly 
could know of, there is no reason why 

; there is no reason to believe 

: effect that the Patent Office 

Office has brought in no 


; pe ned any experiments. 

WR. BICKEL: Your Honor, the Patent Office Solicitor. 
< I am correct in this, simply said that 
it would scorch the blood cells. It is 

i e file wrapper that the Patent 
sumed that the blood cells would 
f the outside heat that was being 
pplied to them. Therefore— 

THE COURT: st say, quite frankly, that one of 
the things that surprises me about this case is that you 
never conducted any experiments. Now, I realize the 
difficulties and the expense of conducting experiments 
with human blood. But you were discussing the use of 
sheep’s blood in laboratories. It seems to me that you 
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could have conducted a series of experiments with 
75 sheep’s blood to demonstrate by experimentation 

instead of by a priori reasoning that the process 
can be operated successfully. 

Now there was another thing. You submitted an affi- 
davit—I went through the file wrapper last night,—by a 
gentleman by the name of Novak, and in his affidavit 
there is a conclusion that experimentation has shown 
that this operates successfully. Well, that is of no evi- 
dentiary value unless the dates and the number of the 
experiments were given, how the experiments were con- 
ducted and the results of each experiment. 

MR. BICKEL: You will note, your Honor— 

THE COURT: That is what stands out in my mind 
so far as this case is concerned, the fact that there has 
been no attempt at experimentation. 

I was very much impressed by Dr. Klotz’ testimony. 
There is no doubt about his being an experienced as 
well as a theoretically learned gentleman in his field, but 
IT notice that his opinion too is based on a priori reason- 
ing and not on observation or experimentation. So is 
the Patent Office Examiner's, But why should I prefer 
the a priori reasoning of a partisan expert to the a 
priori reasoning of the Patent Office technician? 

MR. BICKEL: There is one reason that I could sug- 

gest to the Court. The expert witness was able to 
76 support by reference to standard known laws of 

physics the bases for his decision. The Patent 
Office— 

THE COURT: Yes. You know, that reminds me of a 
book that was written around 1889 by an outstanding 
physicist who demonstrated by mathematical formula 
and the laws of physies that flight by heavier than air 
machines was impossible. Yet, three years later or a 
few years later the Wright brothers made their flight at 
Kitty Hawk. 

So, there is a difference between a priori reasoning and 
reasoning based on inductive logic derived from a series 
of experiments. 
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MR. BICKEL: Yes. your Honor. Well, it seems that 
the issue is clearly drawn, in that event, because it is 
our position that this is a legal matter, just as any 
other matter which comes before the Court, and the rules 
of igw and legal procedure we contend should exist in 
patent cases similarly to other cases. 

We have cited to the Court many authorities which 
hold that where does not contravene known 


la r r sies, that tests are not neces- 


of public policy 
Court in this parti 
THE COURT: I do not mean to suggest there 
i y role of law requiring testing. But I have 
weigh the evidence— 

MR. BICKEL: Yes, your Honor. 

THE COURT: —as a matter of fact, not as a matter 
of law. And the absence of testing is an evidential fact 
that I must weigh. 

MR. BICKEL: But the issue raised by the Patent 
Ofice is only one, and that is: are tests necessary. You 
see, there was no other ground cited by the Patent Office 
for rejection of these claims. And we feel that where the 
public’s health and welfare is adequately protected by 
special Congressional enactments in this field, that a show- 
ing of compliance with known laws of physics and chemis- 
try is sufficient within the law. 

I have no other remarks, your Honor. Do you have 
any further questions? 


CLOSING ARGUMENT BY COUNSEL ON BEHALF 
OF DEFENDANT 
MRE. AREMORE: May it please the Court, I would like 
to address myself at the outset to some of the points 
raised and presented by the plaintiffs’ counsel, and par- 
ticularly the last point or one of the last points he made 
with respect to the citation in 42 U.S. Code 262. 
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THE COURT: That is a side issue, Mr. Armore. I 
suggest you just confine yourself to the issues that 
78 I have to decide. 
MR. ARMORE: All right, your Honor. 

THE COURT: That was an appeal, an argument on a 
homonym, so to speak, 

MR. ARMORE: During the course of the argument 
by plaintiffs’ counsel yesterday he pointed out that the 
disclosure of human use in the specification was in a 
discussion of prior methods and, therefore, he concluded 
that the disclosure was not necessarily limited to human 
use. However, I would like to indicate to the Court 
that the sole disclosure of—that the alleged invention, the 
claimed process, is supposed to be an improvement over 
the prior process and, therefore, obviously it is intended 
for the same use which is assigned to the prior process, 
and, furthermore, that is the only specific use disclosed in 
the specification. 

THE COURT: I would appreciate very much a very 
skeletonized and brief argument on the part of Govern- 
ment counsel. Direct it solely to the issues involved and 
not any side issues. 

MR. ARMORE: All right, your Honor. The utility 
is a statutory requirement, as your Honor knows. In 
cases of patent applications involving medical materials, 
the requirements necessary to establish utility have been 
set forth in Isenstead vs. Watson, and I will not belabor 

that point. 
79 THE COURT: Have been set forth in what? 
MR. ARMORE: The requirements necessary to 
establish utility have been set forth in Isenstead vs. 
Watson, and I will not belabor that case any further. 

THE COURT: No. 

MR. ARMORE: I think it has been discussed suffi- 
ciently. 

In this case it has already been asserted and argued 
that the sole disclosure of utility is for human trans- 
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The claimed process is directed to a compound— 

to @ materia! intended to be used by a human being. 
quite clear about that, Mr. 
that I think is to be deplored 


2Beath 


r purposes or for both. 


nded purpose of the product of the claimed 
use. in view of the second para- 

ph on page 1 of specification. 
THE COURT: Wha: inference do you draw from 


chase? 


MORE: Well. the inference I draw from 

: the product of the claimed process is 

1 product intended for human use and, there- 
ect to a showing of utility as set forth in 


your Honor 
.dication as to any particular 
sour Honor has pointed out there has been no 
i ith regard to any use whatsoever in any event. 
TH -hink we will take our usual mid- 
morning recess i 
the recess. 


(Brief recess.) 


THE COURT: Mr. Armore, you may proceed. 

MR. ARMORE: Your Honor, I will attempt to make 
my remarks as brief as possible, 

I will merely recall to your Honor the paragraph | 
pointed to on page & of the plaintiffs’ brief, trial brief, 
which indicates that this material which results from 
the claimed process has never actually been tested, it’s 
never been tried. This in effect is nothing more than— 
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THE COURT: Yes, you called the Court’s attention 
to that part of the brief in your opening argument and 
I have marked it. 

MR. ARMORE: All right, your Honor. I had 
81 indicated in my opening remarks that I would dis- 
cuss the Nelson and Krimmel cases. 

THE COURT: Yes, very briefiy I will be very giad 
to get your comments on them. 

MR. ARMORE: Yes, your Honor. In the Nelson case 
the Court of Customs and Patent Appeals was confronted 
with the question of patentability of claims directed to 
steroid intermediates, where the application showed that 
these intermediates can be reacted with other substances 
to form steroids, final product, and wherein the disclo- 
sure indicated that some of these steroids had important 
physiological functions. Now, the Court held that where 
claims are directed to intermediate compounds which are 
useful in preparing other compounds, some of which are 
known to have useful functions, useful physiological func- 
tions or other functions, sufficient utility is shown under 
the statutory requirement in 35 U.S.C. 101. 

THE COURT: I think the only usefulness of that 
case so far as the issues here are concerned is the rule 
laid down in that case that it is not necessary to show 
that there be any particular degree of utility, so long as 
there is some utility. I think that is really the value of 
that case. 

MR. ARMORE: Your Honor, but that rule has very 
limited application. It is not a general rule. It is limited 

only to an intermediate. That rule has to be in- 

82 terpreted in the light of the facts of that situation. 

THE COURT: No, I think it is a general rule. 

I think that is a very well reasoned opinion, but it does 

hold that there must be some degree of utility. There 
does not have to be any particular degree. 

MR. ARMORE: That is correct. vour Honor, there 
must be some degree of utility. 
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On the other hand, it is not inconsistent with the deci- 
sion in Isenstead vs. Watson. 
THE COURT: No. I do not see any inconsistency. 
MR. ARMORE: Precisely. And that rule does not 
affert fod situation presented in the particular suit at 
t presents a set of facts corresponding to the 
tson case. 
r the Krimme! case. in the Krimmel case the Court 
as considering the patentability of claims directed 
where the disclosure in the 


Go you distinguish it? Let’s get 

ton between the Krimmel case and this case. 

MORE: The distinction is simply this: in the 

ase there was very adequate evidence by way 
cal showings of experimental — 

I think that is the distinction. 
ARMORE: That is one of the major dis- 
There was definite evidence show- 


rimentation and the results of these 
were considered statistically sig- 


istinetion, as I would view it in view of 

iew of this case, is that in the Krimmel 

isclosure was of utility, was for pharmaceutical 

applications, and the Court held that where there was 

a showing of experimental testing with respect to animals 

it was sufficient to satisfy the utility requirements since 
pharmacentical applications is a broad generic— 

THE COURT: There was experimentation there. 

MR. ARMORE: There was experimentation. 

THE COURT: Very well. That is the big distinction, 
it seers to me, between the Krimmel case and the case 
at bar, that there was experimentation in the Krimmel 
ease. 


MR. ARMORE: That is the major distinction. 
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THE COURT: Don’t dilute it by giving some minor 
distinctions. 

MR. ARMORE: I will proceed to the last point that 
I would like to present for the Court’s consideration, and 
I have already touched on that point and I will only men- 
tion it very briefly for the record. 

I have indicated— 
84 THE COURT: Do not mention anything just 
for the record. If you do not think I need it, do 
not mention it. 

MR. ARMORE: Well, I have already discussed it, so 
I won’t mention it, your Honor. 

THE COURT: What is the matter? 

MR. ARMORE: That matter relates to the matter of 
laboratory testing. I pointed out to your Honor that 
there has been no evidence in the record before the Patent 
Office of laboratory testing, nothing in the application. 
and that is new evidence. 

THE COURT: Very well. Thank you. 


Do you wish to say anything in reply? 
MR. BICKEL: I believe we have stated our case. 
your Honor. 


T4 
OPINION OF THE COURT 


THE COURT: This is an action against the 
soner of Patents under 35 United States Code 

for an adjudication that the plaintiffs are entitled 
a ‘patent on an application that the defendant has 
Heation was fled by Carl Berger and assigned 
Commonwealth Engineering Co. of Ohio 
1953, and is numbered 370533. It is entitled 
ton of Frozen Biological Cellular Material”. 
for rapidly thawing and melting 

process, in a general way, 

frozen blood through an elongated 

to a high temperature, but the 

gradually decreases to a tempera- 

end which it is desired the blood 


laintif? through an expert 

hat it may be used in connection 
,edical diagnoses in medical labora- 

in connection with blood transfusion 
and that it may be employed both in 
h human blood and with animal blood 


The application was rejected on the ground that the 
invention was lacking in utility. Thus, the Ex- 
in his answer before the Board of Appeals stated: 


examiner is of the opinion that high tem- 

< denature blood, thus making it unfit for 

on purposes. In order to rebut the position 

the Examiner, applicant has presented two 

: _ These affidavits are nothing more than 

‘opinion affidavits in that they set forth nothing more 
than conclusions.” 


The Examiner concluded: 


“In the absence of tests establishing the utility of 
applicant’s process the rejection for lack of utility 
is considered proper.” 


The Board of Appeals, in its opinion, pointed out that: 


“Appellant has not submitted any factual evidence 
to establish that frozen blood when rapidly thawed by 
the claimed process gives a composition useful for 
transfusion.” 

It might be added that the plaintiff has not submitted 
any factual evidence to establish that frozen blood 

87 when rapidly thawed by the claimed process gives 
a composition useful for any purpose whatsoever. 


And, again, the Board of Appeals states: 


“The Examiner has given sound scientific reasons 
for rejecting the claims for lack of utility or inopera- 
tiveness for the intended purpose. Appellant has not 
shown wherein the Examiner is in error and has 
thus far failed te prove his case.” 


Accordingly, the Board of Appeals affirmed the re 
jection. 

It is, of course, well established that two elements 
must exist in order to justify the issuance of a patent 
on the product of the inventive faculty: first, novelty: 
and, second, usefulness. 

We are dealing here with the element of usefulness. 
35 United States Code 101. 

It is true, as is argued by counsel for the plaintiffs 
and as was held in a thorough and well considered opinion 
by the Court of Customs and Patent Appeals in the 
application of John A. Nelson, 280 F. 2d 178, that a 
high degree of usefulness need not be established, all 
that is needed is some degree of usefulness. In this 
ease, however. the Patent Office held that there was 
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no usefulness whatever in any degree, on ihe 

ground that the process will destroy the usefulness 
and the value of the very product which it is 
Signed to produce by ruining ate vital properties. Con- 
i is entirely lacking in 


ees be useful to advert brietly to 
constitutes utility within the 
aning of the patent law. The Cirenit Court of Appeals 
} i i Besser v. Merrilat Culvert Core 
1d. in connection with defining the 

pplied to a machine: 


“The term useful. as contained in the patent law 
when applied to a machine, means that the machine 
will secomplish the purpose practically when applied 
in industry. It is to be given a practical and not a 
speculative meaning. It means that the machine will 

& and accomplish the purposes set forth in the 


stead v. Watson, 157 F. Supp. 
is a broad term and implies, 
capacity to perform the function or 
imed by the applicant in his disclosure. 
in connection with a composition 
of utility is whether the invention 
will attain the purpose and will operate as disclosed 
and claimed by the inventor. 
Similarly, in connection with an invention con- 
isting of a process or a method, the term utility must 
necessarily mean whether the process will operate as 
claimed and will produce the result intended by the in- 
ventor. 

In this case, the Patent Office held that such a result 
will not be produced. The plaintiff sought to overcome 
the opinion of the Patent Office on this technical scien- 
tifie subject br adducing contrary opinions of other tech- 
nicians. Ordinarily. in such a situation, the Court should 
sustain the ruling of the Patent Office since it is pre- 
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sumptively correct. It has been said time and time again 
that a great weight must attach to the findings of the 
Patent Office, especially on highly technical matters, 

Under the circumstances, in this state of the record, 
it would seem that some experimentation is necessary to 
demonstrate the error of the opinion of the Patent Office. 
One a priori opinion as against another a priori opinion 
is not sufficient. 

It is argued in behalf of the plaintiff that it should 
not be necessary to show that the process will operate 
successfully with human blood as against animal blood. 
This argument is, however, irrelevant because it has not 

been shown by experimentation that this invention 
90 will accomplish the desired objective even with 
animal blood. 

It may be repeated that it is sought to overcome the 
impartial opinion of the Patent Office by a_ partisan 
opinion of the plaintiff's expert, without demonstrating 
the error or alleged error of the Patent Office by actual 
reduction to practice or even by laboratory experiments. 
To be sure, from a technical legal standpoint the filing 
of the application constitutes a reduction to practice, but 
when the Patent Office expresses a technical opinion that 
a process would not operate as claimed or would not result 
in the product desired to be obtained by the process, in 
order to overcome this conclusion some proof must. be 
submitted and not merely another expert's a_ priori 
opinion, especially a partisan expert. By referring to 
the expert as partisan the Court does not mean to imply 
any criticism. The Court was impressed with the ex- 
perience and the attainments of the plaintiff's expert. 
His opinion, however, was reached entirely on a priori 
reasoning, and it must he realized that partisanship is 
part of the unconscious make-up of every human being. 

Under those circumstances, the Court is of the opinion 
that the Ruling of the Patent Office has not been suffi- 
ciently overcome to justify the Court in reaching the 
conclusion that the Patent Office erred. 


me 
iis 


In this connection, it is interesting and significant 

91 to refer to some of the proceedings in the Patent 

Office as contained in the file wrapper. In his first 
action the Examiner concluded: 


“The claims are rejected for lack of utility in the 
absence of clear convincing scientific proof that the 
composition produced by applicant’s process is safe, 
effective, reliable for the purpose set forth in the 
specification.” 


dviously. this might well have been construed as an 
i to submit some proof. but it seems to have 
een ignored by the plaintiff. 
In a later action, found on page 48 of the file wrapper, 
the Examiner again stated: 


“The claims are again rejected for lack of utility. 
= been no showing made to the effect that 

> temperature that applicant uses would not 
denaturation of the blood proteins due to 


localized heating.” 


A ‘similar statement was made by the Examiner in a 

still later action. found on page 64 of the file wrapper. 

Then. finally, the plaintiff submitted an affidavit to 

the Patent Office. That affidavit was made by the 

f the Board of the plaintiff corporation. 

is very general in its nature and it states what 

the inventor has found. No affidavit was submitted from 
the inventor or from anyone else giving any details. 

Finally. another affidavit was submitted, sworn to by 

one Leo J. Novak. Vice-President in charge of research 

and development for the plaintiff corporation. He stated: 


“Frozen blood cells reconstituted in accordance with 
applicant’s invention have been used and found to be 
satisfactory.” 

Such a general conclusion is of no value as evidence. 
If there had been experimentation in the laboratory, 
those experiments should have been summarized; if there 
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had been use in actual practice, such uses should likewise 
have been summarized. 

The plaintiff strongly relies on the recent decision of 
the Court of Customs and Patent Appeals in the case 
of In Re Krimmel, 130 U.S.P.Q. 215, not yet reported 
officially. That case is clearly distinguishable, however, 
because there a certain amount of experimentation had 
been conducted successfully, and the Court held that this 
was sufficient to show the utility of the alleged invention 
there involved. 

The foregoing discussion necessarily leads to the con- 

clusion that no error has been shown in the ruling 
93 of the Patent Office that the invention is lacking 
in utility. 

The Court might well, however, in addition, refer to its 
opinion in Isenstead v. Watson, 157 F. Supp. 7, in which 
we suggested that: 


“Great care and scrutiny should be particularly 
taken in connection with applications for medical 
patents. While the granting of a patent does not 
legally constitute a certificate that the medicine to 
which it relates is a good medicine and will cure the 
disease or successfully make the test which it was 
intended to do, nevertheless the granting of such a 
patent gives a kind of official imprimatur to the medi- 
cine in question on which as a moral matter some 
members of the public are likely to rely.” 


These remarks are equally applicable to a process 
intended for medical use. 

Accordingly, judgment will be rendered on the merits 
in favor of the defendant dismissing the complaint. 

The Court is indebted to both counsel for a very able 
and interesting presentation of this case. 

Counsel for the Patent Office will submit proposed find- 
ings of fact and conclusions of law and judgment. 

MR. ARMORE: Yes, your Honor. 


(Thereupon, the trial stood concluded.) 


so 
CERTIFICATE OF COURT REPORTER 
I. Gerald Nevitt. Official Court Reporter. certify 


pages constitute the official transcript 
2 the afore-captioned cause. 


Witmess Whereof. I have affixed my signature this 
h day of November. 1961. 


‘s/ Gerald Nevitt 
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FINDINGS OF FACT 


. and vlaintiff 
or patent Serial 


0. 370.4533. Sled Jul; 53. entitled “Reconstitution 
Frozen Bio ‘ellular 3 aterial”, sought to have 
8 the Commissioner of 
plaintiffs a patent containing claims 

17. 24. 25 2 26 of that application. 


The specification of the application at bar states that 

ton relates to a process for reconstituting frozen 

rapidly thawing and melting frozen blood, 

of passing the frozen blood through an 

- heated to a high temperature (250°C. to 

11007 C.) at the entrance, gradually decreasing the tem- 

perature to from 37°C. to 50°C. at the discharge end, and 

collecting the cells in an isotonic solution having substan- 
tially the same temperature as the thawed cells. 


3. The cification does not indicate the purpose or 


purposes for which this process is to be used. 
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4. Claim 24 at issue, which is representative, as set 
forth in paragraph 16 of the complaint, reads as follows: 


A process for the reconstitution of frozen blood cells 
which consists in passing the same through an enclo- 
sure having a temperature gradient from the entrance 
to the exit of between 1100°C and 250°C at said en- 
trance and 37°C to 50°C at said exit, the temperature 
decreasing substantially uniformly therebetween, said 
blood cells entering and passing through said tem- 
perature gradient enclosure within approximately one 
to two seconds to thaw the same quickly, and there- 
after collecting the resultant thawed cells in an iso- 
tonie liquid having substantially the same tempera- 
ture as the thawed cells. 


5. The application claims were rejected on the ground 
that the alleged invention was lacking in utility. The 
Patent Office tribunals were of the opinion that hich 
temperatures denature blood, making it unfit for trans- 
fusion purposes, and that in the absence of factual evi- 
dence of tests establishing that frozen blood, when rapidly 


thawed by the claimed process, gives a composition useful 
for transfusion, the statutory requirement for usefulness 
(35 U.S.C, 101) is lacking, 


6. Plaintiffs sought to overcome the opinion of the 
Patent Office on this technical scientific subject by ad- 
ducing contrary opinions of other technicians, and by the 
testimony of an expert witness to the effect that the 
product of the process may be used in making medical 
diagnoses in medical laboratories, as well as in connection 
with blood transfusions in human beings, and that it may 
be employed both in connection with human blood and 
with animal blood, 


7. Plaintiffs have not submitted any factual evidence 
to establish that frozen blood when rapidly thawed by the 
claimed process gives a composition useful for any pur- 
pose whatsoever. 


SD) 
cl 


state of the record, some experimentation 

necessary to demonstrate the error of the opinion of 

© Patent Office. One a priori opinion, as against an- 
i opinion, is not sufficient. 


Lasgo in the ruling of the Patent 


CONCLTSIONS OF LAW 


well ertay shed sige two elements must exist 
I of a patent on the product 
rst. novelty: and second, use- 


meaning of 35 U.S.C, 101, is a 
among other things, capacity to 
attain the result claimed by the 

Isenstead v. Watson, 157 


t for utility. in connection with a composition 

whether the invention will attain the pur- 

operate as disclosed and claimed by the 
ead v. Watson. 157 F. Supp. 7. 


The term utility. in connection with an invention 

z of a process or method, necessarily means 

whether the process will operate as claimed and will pro- 
duce the result intended by the inventor. 


5. A holding by the Patent Office that a claimed process 
has no usefulness whatever on the ground that it will 
destroy the very product which it is designed to produce 
by ruining its vital properties. should, in the absence of 
some exp«rimentation to demonstrate the error of the 
opinion of the Patent Office, be sustained by the Court 
sinee it is presumptively correct. 


6. Great weight must attach to the findings of the 
Patent Office. especially on highly technical matters. 
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7. One a priori opinion as against another a priori 
opinion is not sufficient to demonstrate error in the 
opinion of the Patent Office. 


8. Although from a technical legal standpoint, the 
filing of a patent application constitutes a reduction to 
practice, when the Patent Office expresses a technical 
opinion that a process will not operate as claimed or 
will not result in the product desired to be obtained by 
the process, some proof must be submitted, and not merely 
another expert’s a priori opinion, in order to overcome 
this conclusion. 


9. General conclusions, set forth in affidavits submit- 
ted during the proceedings in the Patent Office. are of no 
value as evidence. 


10. The following remarks in the Court’s opinion in 
Isenstead v. Watson, 157 F. Supp. 7, are equally appli- 
cable to a process intended for medical use: 


“Great care and scrutiny should be particularly 
taken in connection with applications for medical 
patents. While the granting of a patent does not 
legally constitute a certificate that the medicine to 
which it relates is a good medicine and will cure the 
disease or successfully make the test which it was 
intended to do, nevertheless the granting of such a 
patent gives a kind of official imprimatur to the medi- 
cine in question on which as a moral matter some 
members of the public are likely to rely.” 


11. Claims 17, 24, 25 and 26 are unpatentable. 


12. Plaintiffs are not entitled to a patent containing 
any one of claims 17, 24, 25 and 26, set forth in para- 
graph 16 of the complaint. 


13. The complaint should be dismissed. 


Judge 


December , 1961 


JUDGMENT 


This action came on to be heard at this term, and 
thereupon upon consideration thereof. it is this day of 


. 1961 


ADJUDGED that the complaint be and it is hereby 
dismissed. with costs against the plaintiff. 


Judge 


I hereby certify that a copy of each of the foregoing 
proposed FINDINGS OF FACT. CONCLUSIONS OF 
LAW and JCDGMENT were handed today, November 
28, 1961. to the attorneys for the plaintiffs Toulmin & 
Toutmin. Pennsrlvania Bldg.. Washington. D. C. 


/3/ C. W. Moore 
Solicitor 


Filed 1/11/62 


NOTICE OF APPEAL TO COURT OF APPEALS 


Notice is hereby given that the Commonwealth Engi- 
neering Company of Ohio and Carl Berger, plaintiffs 
above named, hereby appeal to the United States Court 
of Appeals for the District of Columbia Circuit from the 
final judgment entered in this action on November 30, 
1961. 


Respectfully submitted, 


Tocisrs & Tociuis 


By /s/ H. A. Toulman, Jr. 
D. F. Bickel 
Attorneys for Appellants 
Pennsylvania Building 
Washington, D. C. 
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This invention relates to the reconstitution of frozen 
biological material and particularly to the reconstitution 
of frozen blood cells. 


Previous methods for the reconstitution of frozen bio- 
logical cellular material to render it suitable, for example, 
for human use have involved the heating of the cells in 
slow increments. Thus red blood cells are slowly heated, 
usually being held for a period of time at one temperature 
condition, then raised to a slightly higher temperature 
condition and so one until the desired temperature of 37° 
C is attained. 


The processes referred to above are not only slow but 
tend to produce de-naturation within the cell as the tem- 
perature rises, this condition being occasioned as dele- 
terious reactions occur within the corpuscle due to the 
increased activity thereof as the temperature rises. 


It is accordingly a primary object of the invention to 
describe a novel method for the rapid reconstitution of 


frozen biological cellular material. 


It is a particular object of this invention to describe a 
novel method for the reconstitution of frozen red blood 
cells. 


It is a further object of this invention to describe a 
method for the reconstitution of frozen red blood cells 
which mehod conditions the cells for immediate use. 


In the practice of the invention a long tube surrounded 
by heating coils is provided at one end with funnel means 
and at the other end with a receiver having a suitable 
liquid, as an isotonic solution, therein, The frozen cellular 
material which may be in discrete cluster or individual cell 
form is then passed through the funnel, the temperature 
channel defined by the heated tube and is caused to come 
to rest in the liquid of the receiver. 


§8 


cellular material may simply be dropped through 
generally however it will be found de- 

e cells through at a relatively high ve- 

this purpose the inert gases such as nitro- 

gon are Most suitable as carriers or suspension 


referred embodiment a temperature differential 

tube defining the temperature channel; 

perature is greatest at the entrance to the tube and 

juall a temperature at the entrance to 

lightly greater than the tem- 

perature of the liquid therein. Accordingly since the flow 
- ili normally be antially constant the heat 
ck-up by the cells is t when the cell is in the most 


condition. 


: This separation 

turn of soigeseenba as it : expos ; each of the cells 

idually to the action of the heat and accordingly each 
heated uniformly and quickly from all sides. 


A most eaitabls liquid for the receiver is one in which 
is customary to store blood cells immediately prior to 
us¢: Thus an jsotonic-saline solution for example is suit- 
able: such a solution may contain distilled water and 
about 0.9 percent of salt (Nacl). 


The invention will be more fully understood by refer- 
enee to the following detailed description and accompany- 
ing drawing wherein the single figure of the drawing 
illustrates apparatus useful in a preferred embodiment 
of the invention. 
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Referring to the drawing the numeral 1 indicates a long 
narrow metal tube closed at the lower end by a flask 3 
heat insulated therefrom, and provided at the upper end 
with a wall 5 having therein a funnel 7. The flask and 
funnel are if desired connected in the apparatus to be 
conveniently separated from the tube for cleaning and 
removal of the reconstituted material; the insulating ring 
4 of resilient material, as rubber, may thus serve as a 
union for the tube and flask. 


An electrical resistance heating coil 9 having leads 11, 
11 connected to a source of power (not shown) surrounds 
the tube 1, the coil being suitably provided with insulation 
to prevent electrical contact with the tube. A layer of 
insulating material 13 surrounds the outer side of the coil. 


The coil 9 has a concentration of turns at its upper end 
and the concentration gradually decreases to a few turns 
at the lower end adjacent flask 3. Thus with a given value 
of current flowing through leads 11, 11 the heat applied 
to the tube will be greater at the upper end and dif- 
ferential heating of the tube is assured. The particular 
manner of achieving the differential heating is however 
not a critical factor and other apparatus known to the 
art may be employed. 


The flask 3 is partially filled with an isotonic solution 15 
for receipt of cell particles 17 passing through funnel 7 
and the temperature channel 19 defined by the tube 1. 


The upper wall 5 is provided with an opening 21 and 
when an inert gas such as nitrogen is employed to carry 
the cells into the temperature channel the pressure devel- 
oped by the rising nitrogen will cause a check valve 23 in 
the line 25 to open permitting the slow escape of the gas. 
When using gas to inject the cells the pressure should be 
sufficient to insure that the cells will be given sufficient 
velocity to carry them into the solution 15. This prevents 
any cells being carried toward the opening 21 by the 
rising nitrogen. 
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Injecting the cells under pressure is advantageous also 
in preventing cluster formation for those clusters which 
may tend to form are broken up by the impact of the cells 
with the liquid surface. 


When the eres ateri af is _simply dropped through 
nperaiure ¢ the drawing no 
ision need be made to maintain the liquid 15 at the 
ired temperature songTson if the surroundings are at 
owever where an inert gas 1s em- 

a lower temperature than the liquid, 

ings are below body temperature 

ently heated to maintain the re- 


ah particles which is nor- 

v sl m sample to sample but 

$ are ordinarily t tess importance than the 

: -rature condition of the particles and accord- 

v the latter governs the choice of tube length, tempera- 


lient and specific temperatures employed as well 
; be imparted to the particles in their 


ent of the apparatus described for the 

of frozen hogs cells in accordance with 

the method of invention the saline (isotonic) solution is 
suitably maintained at a Saintes of about 37°C. which 

s approximately the temperature to which the cells are 

be raised. 

The cells themselves may have been maintained at any 
of several ternperatures in storage varying from zero 
degrees centigrade down to as low as minus 79°C., for 
example. The temperature of the cells, the temperature 
and length of traverse of the tube, and the velocity of 
passage of the particles are however correlative factors 
each of which may be individually controlled to bring the 
particles uniformly to a temperature of about 33°C.— 
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36° C. just prior to their entry into the isotonic solution. 
The heat flux through the tube together with the tumbling 
action gencrated in the cells as liquifaction occurs gives 
rise to uniformity of temperature in the cell bodies: the 
solution itself of course assists in completing the tempera- 
ture rise and in attaining uniformity of temperature. 


The extremely rapid activation of the cells (as low as a 
matter of a second or two) which inhibits deleterious re- 
actions within the cell, the simplicity of the inexpensive 
apparatus required, the utility of the method and appara- 
tus for various types of particles, the ability to maintain 
particle temperature always below that of the desired end 
temperature in tube traverse, and the uniformity of heat- 
ing of the particles in the tube itself are prime factors 
in the inventive concept. 


In specific application the blood cells may be in the 
frozen condition at a temperature of about 0°c. The tem- 
perature across the inlet of a 4” diameter tube may be 


250° ¢. and that at the outlet about 50° ¢; a tube length 
of about 18 feet is suitable to raise the temperature of 
the cells to the desired degree in a gravity drop prior to 
their entry to the isotonic solution (37° c). The time of 
descent of the cells under such condition will be slightly 
more than one second and less than two seconds, 


Where a velocity is imparted to the cells and an inert 
gas is employed to carry the same the temperature gra- 
dient may be as high as 1000° ¢, that is 1100° ¢ at the 
entrance and about 37° ¢ at the exit of the tube. The only 
limitation between time and temperature in this connection 
is that the velocity be sufficiently high to prevent scorch- 
ing of the cells. 


The term ‘rapid heating’? as employed herein and the 
appended claims is intended to convey the meaning that 
the heating time is of the order of seconds usually only 
one or two seconds for a gravity drop and less than a 
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second for a velocity drop. This is necessary to prevent 
the occurrence of deleterious reactions normally present 
with slow heating. This is in direct contrast to the prior 
srt procedure wherein long periods of time, measurable in 
whole minutes. are employed for reconstitution of the cells. 


It will be understood that this invention is susceptible 
to modiseation in order to adopt it to different usages and 
conditions and accordingly, it is desired to comprehend 
such modifications within this invention as may fall within 
the scope of the appended claims. 
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APPLICATION FOR UNITED STATES PATENT 
Oath, Power of Attorney, and Petition 
9117 


I, Carl Berger, being duly sworn depose and say that 
I am a citizen of the United States residing at Dayton in 
the County of Montgomery and State of Ohio, whose Post 
Office address is in care of: 


The Commonwealth Engineering Company of Ohio 
1771 Springfield Street. Dayton, Ohio 


that I have read the foregoing specifications and claims 
and I verily believe myself the original. first. and sole 
inventor of the invention or discovery in Reconstitution 
of Frozen Biological Cellular Material described and 
claimed therein; that I do not know and do not believe 
that this invention was ever known or used before my 
invention or discovery thereof, or patented or described 
in any printed publication in any country before my 
invention or discovery thereof, or more than one year 
prior to this application, or in public use or on sale in 
the United States for more than one year prior to this 
application; that this invention or discovery has not been 
patented in any country foreign to the United States on 
an application filed by me or my legal representatives 
or assigns more than twelve months before this applica- 
tion; and that no application for patent on this invention 
or discovery has been filed by me or my representatives 
or assigns in any country foreign to the United States. 
except as follows: 


And I hereby appoint TOULMIN & TOULMIN (the 
sole member of which is Harry Aubrey Toulmin, Jr.) 
REGISTRATION NO. 11,346. WHOSE POST OFFICE 
ADDRESS IS 308 WEST FIRST STREET, DAYTON. 
OHIO, my attorneys with full power of substitution and 
revocation, to prosecute this application, to sign the 


94 
drawings and to transact all business in the Patent Office 
eonne ted therewith. 


WHEREFORE I pray that Letters Patent be granted 
to me for the invention or discovery described and claimed 
in the foregoing specification and claims. and I hereby 

my name to the foregoing specifications and 
ti f attorney. and this petition, this 


‘s/ Carl Berger 
Inventor 


State of Ohio 
County of Montgomery 


Before me personally eppeared Carl Berger to me 
known to be the person described in the above application 
for patent. who signed the foregoing instrument in my 

oath before me to the allegations set 
“in as being under oath. on the day and year 


/s/ Helen Schuler 
Notary Public 


In and for Montgomery County, Ohio 
My Commission Expires June 27, 1955 


This form may be executed only when attached to a 
complete application as the last page thereof. 


Approved Single Signature Form 
Sole Inventor, or 
Joint Inventor. 
(No. 1250) 
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DEPARTMENT OF COMMERCE 
United States Patent Office 
Washington 


Paper No. 3 
Mailed July 14, 1954, Pat. Div. 43 
Applicant: Carl Berger 


Ser. No. 370,533 
Filed July 27, 1953 


For RECONSTITUTION OF FROZEN BIOLOGICAL 
CELLULAR MATERIAL 


Toulmin & Toulmin 
308 West First Street 
Dayton, Ohio 


Please find below a communication from the 
EXAMINER in charge of this application. 


/s/ Robert C. Watson 
Commissioner of Patents 


This application has been examined. 


References applied: 


Culpepper et al. 2,605,502 Aug. 5, 1952 18/8A 
Clark 2,166,207 July 18, 1939 75/34xr 
Arnold 2,122,241 June 28, 1938 13/22 
Gilbert 2,044,680 June 16, 1936 23/293A 


Strumia—Science, Vol. 110, Oct. 14, 1949, pp. 398 and 
399. (Copy in Patent Office Sci. Libr.) (167-74H) 


Luyet—Freezing and Drying, 1952, Hafner Publishing Co., 
Inc., N.Y., pp. 77 to 79 and 84 (date of public knowl- 
edge June 1951). 
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Claim 1 is rejected as fully met by Strumia who shows 
the process for the reconstitution of frozen biological 
cellular material which involves rapidly heating the cellu- 
ar material to a uniform temperature condition. 


Claims 2 to 17 are rejected as unpatentable over 

Stromia and Luret taken with Arnold. Strumia and 

Laces teach the reconstitution of frozen blood by rapidly 

heating the blood. Luyet teaches the use of nitrogen to 

Arnold discloses an apparatus similar 

useful for heating various substances. In 

art no invention is seen in rapidly thawing 

frozen blood in a heating apparatus similar to that shown 
by Arnold. 


Claims 18-20 are rejected as substantially met by and 
unpatentable due to the breadth of the claims over any 
one of the above cited apparatus combinations. Each 
of the above cited patents show heated tubes having a 
supply source thereabove and a receiver therebelow. It 
is to be noted that Clark specifically states page 3, col- 
umn 2, lines 5-11 that heating is regulatable along the 
section of the tube. 


The claims are further rejected as being unduly multi- 
plied. About a half-dozen claims are all. that appear 
necessary to adequately cover the subject matter of the 
alleged invention. The presence of so many claims serves 
to obseure, rather than point out the alleged invention. 
Rule 75 states that the claims should be restricted to one 
unless they differ substantially from one another. 


Claims 1 to 17 are rejected as failing to properly define 
the alleged invention since they are too broad, indefinite 
and functional in the expressions “rapidly heating”, “uni- 
form temperature condition”, “temperature sufficient to 
substantially thaw”, “in a time on the order of seconds” 
and “cell velocity sufficient to substantially thaw”. The 
exact temperature and time limitations should be set forth 
in the claims. 
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The claims are rejected for lack of utility in the ab- 
sence of clear, convincing, scientific proof that the com- 
position produced by applicant’s process is safe, effective 
and reliable for the purpose set forth in the specification 


No claim is allowed. 
‘s/ (illegible) 


Acting Examiner 
SRosen/ebe 


DEPARTMENT OF COMMERCE 
United States Patent Office 
Washington 
Paper No. 5 


Mailed May 28, 1956. Pat. Div. 43 


Applicant: Carl Berger 
Ser. No. 370,533 
Filed July 27, 1953 


For RECONSTITUTION OF FROZEN BIOLOGICAL 
CELLULAR MATERIAL 
Toulmin & Toulmin 
308 West First Street 
Dayton, Ohio 
Please find below a communication from the 
EXAMINER in charge of this application. 


/s/ Robert C. Watson 
Commissioner of Patents 


Responsive to amendment filed January 3, 1955. 


Claims 3, 6, 9, 10, 12, 14, 15 and 17 are rejected as 
failing to properly define the alleged invention. Claims 
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3 and 6 are incomplete in that they do not set forth the 
diferential temperatures of the channel. Claims 3, 9, 10 
and 12 are too broad and indefinite in the expression 
“biological cellular material”. The only material dis- 
closed in the specification is blood. Claim 3 is functional 
in the expression “rapidly heating”. The claims are in- 
definite in that they do not set forth the condition of 
the gas. ie. liquid. gas or solid. In claim 12 the word— 
flux, should be inserted after “lower”. Claims 14 and 15 
are functional in the expression “cell velocity sufficient 
to substantially thaw” and “cell velocity sufficient to in- 
hibit scorching”. Claim 17 should be amended to show 
that the cells are first treated at the higher temperature. 


The claims are again rejected for lack of utility. There 
has been no showing made to the effect that the high 
temperatures that applicant uses would not cause de- 
naturation of the blood proteins due to localized heating. 


Clear issues as to patentability having been reached 
this rejection is made FINAL. 


/s/ D. Arnold 
Examiner 
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DEPARTMENT OF COMMERCE 
United States Patent Office 
Washington 


Paper No. 7 
Mailed October 24, 1956. Pat. Div. 43 


Applicant: Carl Berger 
Ser. No. 370,533 
Filed July 27, 1953 


For RECONSTITUTION OF FROZEN BIOLOGICAL 
CELLULAR MATERIAL 


Toulmin & Toulmin 
308 West First Street 
Dayton, Ohio 


Please find below a communication from the 
EXAMINER in charge of this application. 


/s/ Robert C. Watson 
Commissioner of Patents 


Responsive to amendment filed Oct. 3, 1956. 


The omission from the second line, third paragraph of 
page 8 of the specification should be remedied. 


It is noted that applicant has not discussed the rejection 
for lack of utility. 


The amendment submitted Oct. 3, 1956 has been care- 
fully considered, but it has not been entered. The newly 
presented claims would not place this case in better con- 
dition for appeal. These newly presented claims do not 
specifically set forth what biological cell is being treated. 
As stated in previous Office actions the claims should be 
restricted to blood only since that is the only biological 
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cell disclosed in the specification. The limitation “filled 
with inert gas”, appearing in claim 22 is misleading in 
that oxygen has not been excluded from the system. The 
velocity as set forth in claim 23 is still considered fune- 
tional. 


No claim is allowed. 


Claims 3. 6, 9. 10. 12. 14, 15, and 17 remain in this 
application. 


Claims 21 thrn 23 have not been entered. 


A proper response to the final rejection of May 28, 
1956 should be made in order to avoid the issue of aban- 
donment. 


s/ D. Arnold 
Examiner 


S. Rosen; f 
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Inventor’s Prior Published Work 


The Evaluation of Chemical De-icing Solutions 
By Carl Berger 


Removal of ice 1s 9 critical problem 
in air and land transportation and in 
overhead power lines. The author 
has provided data of technical and 
economic value on the efficacy of de- 
icing solutions used in removal of frost 
or ice films. 
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DEPARTMENT OF COMMERCE 
United States Patent Office 
Washington 


Paper No. 9 
Mailed November 28, 1956, Pat. Div. 43 
Applicant: Carl Berger 


Ser. No. 370,533 
Filed July 27, 1953 


For RECONSTITUTION OF FROZEN BIOLOGICAL 
CELLULAR MATERIAL 


Toulmin & Toulmin 
308 West First Street 
Dayton, Ohio 


Please find below a communication from the 
EXAMINER in charge of this application. 


/s/ Robert C. Watson 
Commissioner of Patents 


Responsive to proposed amendment of October 31, 1956. 


The amendment submitted October 31, 1956 has been 
carefully considered, but has not been entered. 


Claim 25 can not be entered since the limitation “freed 


of oxygen and filled with inert gas” is without basis in 
the specification. 


If the amendment to page 8 of the specification and 
claims 24 and 26 were presented in an amendment, di- 
vorced from claim 25, they could be entered for purposes 
of appeal. 
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claims stand rejected for lack of utility in the ab- 

that applicant’s method of using high 

temperatures to thaw blood cells does not cause denatura- 

tion of the blood cells. It is well known in the art that 

heat denatures blood to render it unfit for transfusion 

purposes. Applicant has made no showing, in the speci- 

fication or otherwise. to the effect that his thawed blood 
composition is suitable for transfusion. 


A proper response to the Final rejection of May 28. 
1956 is required in order to avoid the issue of abandon- 
ment. 


SRosen: iwi 
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IN THE UNITED STATES PATENT OFFICE 
Division 43 


In re application of 
CARL BERGER 

Serial No. 370,533 
Filed July 27, 1953 


For: RECONSTITUTION OF FROZEN BIOLOGICAL 
CELLULAR MATERIAL 


APPEAL TO THE BOARD OF APPEALS 


Honorable Commissioner of Patents 
Washington, D. C. 


Sir: 


Applicant hereby appeals to the Board of Appeals 
from the decision of the principal examiner finally reject- 
ing Claims 3, 6, 9, 10, 12, 14, 15 and 17. 


Entry of Claims 24, 25 and 26 is also requested for 
purposes of appeal. 


The appeal fee of $25 is presented herewith. 
Respectfully submitted, 
Toutmis & Tovtmin 
By /s/ Harry A. Toulmin. Jr. 


Washington, D. C. 
November 28, 1956 
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IN THE UNITED STATES PATENT OFFICE 
Division 43 
In re application of 
CARL BERGER 


Serial No. 370.533 
Filed Jaly 27. 1953 


For: RECONSTITUTION OF FROZEN BIOLOGICAL 
CELLULAR MATERIAL 


Honorable Commissioner of Patents 
Washington. D. C. 


Sir: 
In re the above-entitled application, entry of Claims 24, 


25 and 26 submitted in our amendment filed October 31, 
1956 is requested for purposes of appeal. 


Respectfully submitted, 


Tocusns & TovLmrs 
By /s/ Harry A. Toulmin, Jr. 


Washington, D. C. 
November 28, 1956 
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IN THE UNITED STATES PATENT OFFICE 
In re application of 
CARL BERGER 
Serial No. 370,533 
Filed July 27, 1953 


For: RECONSTITUTION OF FROZEN BIOLOGICAL 
CELLULAR MATERIAL 


ON APPEAL 


Honorable Commissioner of Patents 
Washington, D. C. 


Sir: 


In case the above entitled application has already been 
forwarded to the Board of Appeals, it is respectfully 
requested that the application be returned to Division 43 


in view of amendment being filed of even date. 
Respectfully submitted, 
Toutmaix & TovLMin 


By /s/ Harry A. Toulmin. Jr. 


Washington, D. C. 
December 4, 1956 
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IN THE UNITED STATES PATENT OFFICE 
Division 43 
In re application of 
CARL BERGER 


Serial No. 370.533 
Filed July 27. 1953 


For: RECONSTITUTION OF FROZEN BIOLOGICAL 
CELLULAR MATERIAL 


AFFIDAVIT 


I, HARRY A. TOULMIN, JR., being duly sworn state 
as follows— 


THAT the assignee of the above-entitled application, 
of which the undersigned is Chairman of the Board, 
has been engaged in the field of blood and blood sub- 
stitutes for a number of years; 


THAT it has done the research work, engineering, 
and designing of a multi-million dollar plant for the 
production of blood substitutes, in the course of which 
extensive studies of the problems of producing and 
reconstituting frozen biological cellular materials have 
been examined and have been the subject of extensive 
experimentation ; 


THAT in connection with the blood work we have 
worked extensively with the Blood Group under the 
administration of Dr. Margaret Sloan, of the National 
Research Council; 


THAT Dr. Sloan submitted to the writer the problem 
of how to so treat whole blood in order to preserve 
it and so as to be able to rapidly reconstitute it with- 
out injury to the red blood cells; 


THAT upon having this important problem outlined 
to the writer I immediately consulted with Dr. Carl 
Berger of The Commonwealth Engineering Company 
of Ohio Research Laboratories, in the Division of that 
company dealing with matters of this character; 
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THAT attached hereto is a reprint from “Science” 
of October 30, 1953, of work of Dr. Berger in the field 
of freezing while an employee of The Commonwealth 
Engineering Company of Ohio under a grant of the 
United States Air Force; 


THAT Dr. Berger from this experience in connection 
with so-called beta ice and his long experimentation 
in that research program which cost the Government 
of the United States $50,000, arrived at the solution 
of the present application upon my submitting to him 
the desire of the National Research Council to get 
a solution to the aforementioned problem which is 
set forth in the specification of the above-entitled 
application ; 


THAT this has been, according to the advices of 
Dr. Sloan, one of the most critical problems in the 
whole blood program, both in the Armed Forces and 
for the Civilian Agencies; 


THAT the utility of this development is due to the 
fact that you can get a very fast process for re- 
constitution of the frozen blood cells without injury to 
the cells; Dad 


THAT this injury is very difficult to prevent and 
Dr. Berger was able to succeed, utilizing the process 
of the claims in this application; 

THAT we are advised by Dr. Sloan that this contri- 
bution, if we could make a solution of the problem, 
would be a substantial contribution both to National 
Defense and to the Medical Arts; 


THAT The Commonwealth Engineering Company of 
Ohio, therefore, proceeded as a matter of public in- 
terest, to explore the problem and solve it, and did 
so at its own expense because of its confidence in the 
representations of Dr. Sloan as to the utility of any 
results that would be secured if we were successful 
in developing the process; 


THAT in the judgment of the writer and his associate 
executives, and the experts in this field at The Com- 
monwealth Engineering Company of Ohio, this contri- 
bution is practical, useful, and solves a problem that 
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our investigation shows has long remained unsolved, 
and does so in a way that is quick, cheap and effective. 


/s/ Harry A. Toulmin, Jr. 


DISTRICT OF COLUMBIA) | 
CITY OF WASHINGTON ) *S 


Subscribed and sworn to before me a Notary Public 
this 28 day of November 1956. 


SEAL /s/ Helen D. Gutman 
Notary Public 


My commission expires February 28, 1956. 
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Inventor’s Joint Published Work 


The Existence of “Beta” Ice 


Carl Berger and Charles M. Saffer, Jr. 


The Commonuculth Laguncering Company of Olno, 
1771 Springfield St., Dayton, Obvo 
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DEPARTMENT OF COMMERCE 
United States Patent Office 
Washington 


Paper No. 12 
Mailed December 17, 1956. Pat. Div. 43 


Applicant: Carl Berger 
Ser. No. 370,533 
Filed July 27, 1953 


For RECONSTITUTION OF FROZEN BIOLOGICAL 
CELLULAR MATERIAL 


Toulmin & Toulmin 
308 West First Street 
Dayton, Ohio 


Please find below a communication from the 
EXAMINER in charge of this application. 


/s/ Robert C. Watson 
Commissioner of Patents 


Claims 17 and 24 to 26 are the only claims remaining 
in this application, 


The amendments submitted October 3, 1956, October 31, 
1956 and December 4, 1956 have all been entered. 


The only issue remaining in this case is the rejection 
for lack of utility. The affidavit submitted December 4, 
1956 has been carefully considered, but is not considered 
convincing to the Examiner. This affidavit contains noth- 
ing more than back-ground information and conclusions 
as to the utility of the process. No where in the affidavit 
is there a positive showing to the effect that rapidly 
thawed blood obtained by the process of this invention 
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is not affected (denatured) by the high temperatures of 
the process and that the rapidly thawed blood produces 
a result comparable to that produced by slowly thawed 
blood when injected into a living person. Therefore the 
claims stand rejected for lack of utility. 


No claim is allowed. 
The Examiner awaits applicant’s appeal brief. 


3/ D. Arnold 
Examiner 


SRosen: lwl 
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solutions. And finally the cells are exposed to an arbitrarily 
selected temperature from 4 to 6°C (about 40°F), well below 
the point at which the body would perish of cold. The degree and 
rate of these changes varies considerably, depending on the 
composition of the preservative solution and temperature. 

It might be argued that prolonged preservation of red cells 
was dependent on the maintenance of morphological and func- 
tional integrity during storage. However, to date, no means of 
preventing the changes described above, during storage, have 
yet been found. But the degree and rate of these changes can be 
measured. The question is how far these changes can he per- 
mitted to proceed before the red cell as a functioning unit has 
been destroyed. At the present time there is only one way by 
which the question can be answered, in the case of a particular 
blood, and that is by direct measurement of the number of cells 
which remain in circulation after being infused into the blood 
stream of a human recipient. 


Measurements of Viability 


There are at present two established methods of determining 
post-transfusion survival of red cells. One is the so-called ag- 


glutination method developed by Ashby (13), based on the 
known immunological properties of the four major types of red 
cells. In practice, a known quantity of cells from a group UO donor 
are transfused into a group A recipient. Samples of the recipi- 
ent's blood are withdrawn, and with technical precautions, the A 
cells are agglutinated with anti-A typing serum and the number 
of O cells of the donor, which are not agglutinated by the serum, 
are counted as the basis of the percentage of the total O cells 
given still remaining in the recipient's blood stream. By this 
method the test cells can be followed until all have disappeared 
from the blood stream. 

The other method consists of ‘‘tagging " the red cells of a donor 
with radioiron, accomplished by the intravenous injection of a 
tracer dose of the isotope (14). Since this radioiron is incorporated 
into the hemoglobin molecule, it does not leak out of the intact 
cell. A quantity of such tagged cells are transfused into the 
fecipient and the percentage of such cells remaining in the 
fecipient's blood stream is calculated from the measured level of 
radioactivity in a sample of the recipient's cells. The technique is 
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used for the measurement of immediate survival only, since, if 
many cells are destroyed, the reutilization of radioiron from 
broxen-down cells masks the true disappearance curve of the 
transfused cells. Either one of these two methods gives data 
which may serve as a yardstick for the evaluation of changes 
observed t sitro as to the suitability for transfusion of cells 
stored in a given solution. A great deal of work has been done in 
attempting to correlate observed physical and chemical changes 
with post-transfusion survival of those same cells. 


Preservation of Red Cells: The Effect of Gitrote, Dextrose, and pH 


Besides temperature, the major variables that have been 
experimented with in preservative solutions are citrate and 
dextrose content and hydrogen ion concentration, determined 
mainly by the buffering action of sodium citrate and citric 
acid. In discussing these variables, we shall draw largely on the 
reported works of Rapoport (15-18), Parpart (19, 20), Denstedt 
(21). Strumia (22-25), Ross (25), and my own group at Harvard 

| Medical School and Massachusctts Institute of Technology, 
who collaborated on preservation studies during World War IT, 
under contract with the OSRKD (26-29). 

Por purposes of simplicity, we will confine ourselves to results 
obtained with 3 types of solution: (1) sodium citrate, without 
added dextrose; (2) sodium citrate with added dextrose; and 
(3) sodium citrate plus citric acid and dextrose. The first two 
solutions are slightly alkaline: pH 7.1-7.4, the last quite acid, 
pH 5.5. The exact formulas of these solutions or the proportion 

| of diluent to whole blood are not important at this time. 

Survival studies of red cells drawn as whole blood into these 
three solutions showed interesting and important differences 
Por physiological and clinical reasons beyond the scope of this 
paper. a satisfactory and safe transfusion of stored blood may be 
considered as one in which not less than 70 per cent of the trans- 
fused cells remain in reasonable functional state in the recipient's 
blood stream. Based on this figure we can speak of a “dating 
period,” or the period of storage beyond which a blood cannot be 
safely transfused. If a senes of bloods are drawn into a given 
solution, put into storage on the same day and transfused at 
intervals, the data obtained permit evaluating the efficiency of 
the solution. In the case of sodium citrate alone, the dating 
period did not exceed four days. When dextrose was added, the 
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IN THE UNITED STATES PATENT OFFICE 


ON APPEAL 
In re application of 
CARL BERGER 
Serial No, 370,533 
Filed July 27, 1953 


For: RECONSTITUTION OF FROZEN BIOLOGICAL 
CELLULAR MATERIAL 


AFFIDAVIT 


I, LEO J. NOVAK being duly sworn, depose and 
state— 


THAT I am Vice-President in charge of Research 
and Development for The Commonwealth Engineerin= 
Company of Ohio; 


THAT I am acquainted with the above entitled in- 
vention and method of reconstituting frozen biologi- 
cal blood cells in accordance with applicant's in- 
vention; 


THAT the process for reconstituting frozen blood 
cells consists in passing the same through an enclo- 
sure having a temperature gradient from the entrance 
to the exit as set forth in the claims and produces a 
reconstituted blood cell product which when collected 
in an isotonic liquid can be used in like manner as 
frozen blood cells which have been slowly heated up 
to approximately 37°C in the conventional manner; 


THAT frozen blood cells reconstituted in accordance 
with applicant's invention have been used and found 
to be satisfactory. 


/s/ Leo Novak 


STATE OF OHTO ) 


COUNTY OF MONTGOMERY ) s 


Subscribed and sworn to before me a Notary Public 
this 21st day of December, 1956. 


‘s/ Aileen W. Thompson 
SEAL Notary Public 
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IN THE UNITED STATES PATENT OFFICE 


APPEAL NO. 5969 


In re application of 
CARL BERGER 
Serial No. 370.533 
Filed Jaly 27, 1953 


For: RECONSTITUTION OF FROZEN BIOLOGICAL 
CELLULAR MATERIAL 


Honorable Commissioner of Patents 
Washington. D.C. 


Se: 
it: 


APPLICANT’S BRIEF 


Applicant. through his counsel, appeals from the Final 
Rejection of Claims 17, 24, 25 and 26, the only claims 
remaining in the application. 


THE CLAIMS 


The claims on appeal are— 

17. A process for the reconstitution of frozen blood 
cells which includes the steps of establishing a 
temperature gradient channel decreasing substan- 
tially uniformly between 250°C and 50°C, flowing 
a stream of the cells under the influence of grav- 
ity alone through said temperature gradient chan- 
nél being initially subjected to said temperature 
of 250°C to substantially thaw the cells in a time 
on the order of seconds, and collecting the cells 
after passing through said temperature gradient 
channel in an isotonic solution having substan- 
tially the same temperature as the thawed cells. 


A process for the reconstitution of frozen blood 
cells which consists in passing the same through 
an enclosure having a temperature gradient from 
the entrance to the exit of between 1100°C and 
250°C at said entrance and 37°C to 50°C at said 
exit, the temperature decreasing substantially 
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uniformly therebetween, said blood cells entering 
and passing through said temperature gradient 
enclosure within approximately one to two sec- 
onds to thaw the same quickly, and thereafter 
collecting the resultant thawed cells in an iso- 
tonic liquid having substantially the same tem- 
perature as the thawed cells. 


. A process for the reconstitution of frozen blood 
cells which consists in propelling the same 
through an enclosure with inert gas, said enclo- 
sure having a temperature gradient from the 
entrance to the exit of between 1100°C and 250°C 
at said entrance and 37°C to 50°C at said exit. 
the temperature decreasing substantially uniform- 
ly therebetween, said blood cells entering and 
passing through said temperature gradient en- 
closure within a few seconds to thaw the same 
quickly, and thereafter collecting the resultant 
thawed cells in an isotonic liquid having substan- 
tially the same temperature as the thawed cells. 


. A process for the reconstitution of frozen blood 
cells which tend to cluster, said process compris- 
ing flowing the same through a heat gradient 
atmosphere which starts initially at a tempera- 
ture of approximately 1100°C and decreases sub- 
stantially uniformly to a temperature of approxi- 
mately 37°C, said cells being passed through said 
gradient atmosphere at a high rate of speed and 
on the order of from one to two seconds, and 
wherein a velocity is imparted to said cells by 
inert gas introduced into said gradient atmos- 

here, and collecting said blood cells after pass- 

ing through said gradient atmosphere in an iso- 
tonic liquid, said liquid being at substantially the 
same temperature as the cells after passing 
through said gradient atmosphere. 


THE INVENTION 


The invention relates to a new process for reconstitut- 
ing frozen blood cells whereby the cells are conditioned 
for immediate use. Previous methods used for the re- 
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constitution of frozen blood cells are very slow and, in 
general, require that the frozen blood cells be gradually 
heated in slow stages until the material has reached the 
desired temperature of about 37°C. 


Applicant has devised a novel method for rapid recon- 
stitution of frozen biological materials such as frozen 
blood cells which consists in passing the frozen material 
through an elongated tube surrounded by a heating coil 
with a funnel means at the lower end which communicates 
with a container partially filled with an isotonic solution 
into which the material is received after passing through 
the heated tube. The heated tube has a temperature of 
approximately 1100°C at its entrance end and decreases 
substantially uniformly to a temperature of approximate- 

discharge end. 


In carrring out the process, the material to be recon- 
stituted may be simply dropped through the heated tube 
and into the isotonic solution, the tube being filled with 
inert gas to act as a carrier or suspension media for the 
frozen material. In treating frozen blood in accordance 
with applicant’s invention, by passing the same through 
the differentially heated tube. heat rapidly penetrates the 
outer cel] wall surrounding the central nucleus and free- 
ing the cells for individual motion so that the cells are 
separated and heated uniformly from all sides whereby 
the isame is quickly reconstituted and ready for use. 


REJECTION 


The claims stand rejected solely on the ground of lack 
of utility. 


In answer to this ground of rejection applicant filed 
two affidavits as follows— 


(1) Harry A. Toulmin, Jr., which set out the problem 
confronted by Dr. Berger and its importance, and con- 
firmed that applicant at length had found a solution to 
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the problem by the process of the present application. 
Affiant further stated that the process of applicant con- 
stituted a practical solution to the problem and that the 
method is quick, cheap and effective. 


(2) An affidavit of Dr. Leo J. Novak, Vice-President 
in charge of Research and Development for The Common- 
wealth Engineering Company of Ohio was submitted 
wherein affiant averred that frozen blood cells reconsti- 
tuted in accordance with applicant’s process have been 
used and found to be satisfactory. 


In the light of applicant’s specification and the affidavits 
aforementioned, it is submitted that the rejection of the 
claims for lack of utility is untenable and their allowance 
approved. 


Support for counsel for applicant’s position is found 
in the decision of Ex partegKesel 103 USPQ 103—where 
the Board of Appeals in a similar case in which a rejec- 
tion was based upon the ground of lack of utility urged 
by the Examiner, stated in overruling this rejection— 


“A claim covering a known composition of recognized 
utility and a new ingredient added thereto, in our 
opinion, may not be rejected on the ground of lack 
of utility because it is not conclusively proved that 
the added ingredient enhances the properties of the 
old composition, so long as the added ingredient does 
not destroy the recognized utility of the composition 
and the composition is capable of performing the 
function ascribed thereto in the specification.” 


The case referred to was concerned with a dentifrice 
and where strict proof is required of allegations made in 
the specification relative to its utility. 


Further, in a still later case the Court of Customs and 
Patent Appeals held in In re Reiners vs. Mehltretter 
111 USPQ 97, that it was not necessary in order to 
establish utility to show that a product can be used im- 
mediately without further change to perform a useful 
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fonction. As the Court rightly pointed out, a product 
may be useful as a starting or intermediate material. 


In view of the foregoing it is believed applicant has 
fully overcome the Examiner's rejection and that appli- 
cant is accordingly entitled to the allowance of the claims. 


Respectfully submitted. 


Tocuais & TovLMIN 


By /s/ Harry A. Toulmin, Jr. 


Washington, D. C. 
January 25, 1957 
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DEPARTMENT OF COMMERCE 
United States Patent Office 
Washington 
Appeal No. 59-69 
Before the Board of Appeals 


In re application of Carl Berger 
Ser. No. 370,533 
Filed July 27, 1953 


For RECONSTITUTION OF FROZEN BIOLOGICAL 
CELLULAR MATERIAL 


Toulmin and Toulmin 
for Appellant 


EXAMINER’S ANSWER 


This is an appeal from the final rejection of claims 17 
and 24-26. 

A correct copy of the appealed claims appears on pages 
1 and 2 of applicant’s brief. 

Reference cited to show the state of the art: 

Tullis—Blood Cells and Plasma Proteins, 1953 
Academie Press, NYC, pp. 207 and 208 

Tullis is cited to show the type of tests which should 
have been presented to establish utility in a case of this 
nature. 

The alleged invention is adequately described on pages 
3 and 4 of applicant’s brief. 


The only issue remaining in this case is the rejection 
for lack of utility. 


Claims 17 and 2426 stand rejected for lack of utility. 
Since blood is extremely labile, the Examiner has ques- 
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ope rati Veness of ie cane process eterD 
The 
r ion that high tem peratures de- 
nature blood ; making it unfit for transfusion pur- 
the position taken by the Ex- 
= (see papers 
“its are nothing more than 
forth nothing more 
Tests on the order suggested by Tullis. 
- of the art. should have been pre- 
i n eee absence of tests 
ocess the rejection 


cited Ex parte Kise! 103 U.S.P.Q. 103 to 
i Examiner is of the opinion 
js not pertinent to the facts 

ing another ingredient 

. but is subjecting whole 

ures which are liable to de- 

bas metas it ineffective for trans- 


For the reasons set forth the rejections are sound and 
should be affrmed. 


Respectfully submitted. 


/s/ (illegible) 
Acting Examiner, Div. 4° 
S. Rosen: lw) 


Toulrnin and Toalmin 
20% W. First St 
Dayton. Ohio 
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IN THE UNITED STATES PATENT OFFICE 
Appeal No. 59-69 


In re application of 
CARL BERGER 
Serial No. 370,533 
Filed July 27, 1953 


For: RECONSTITUTION OF FROZEN BIOLOGICAL 
CELLULAR MATERIAL 


Honorable Commissioner of Patents 
Washington, D. C. 
Sir: 

APPLICANT'S REPLY BRIEF 


The Examiner asserts there is no showing made of 
utility and that he believes the process would denature the 
blood. 


It is submitted that this grounds for rejecting the claims 
has been overcome by the affidavits of record of (1) Harry 
A. Toulmin, Jr. (November 28, 1956) and (2) that of Dr. 
Leo J. Novak. 


In the affidavit of Harry A. Toulmin, Jr. the affiant 
states that the assignee of the instant patent application 
has conducted extended research work in the production 
of blood substitutes and in the course of which extensive 
studies of the problems of producing and reconstituting 
frozen biological cellular materials were made. 


The affiant further pointed out that the inventor of the 
process of this patent application was Dr. Carl Berger 
who has been a research worker in the field of low tem- 
perature treatment and its affects, reference being made 
to a published article by applicant in “Science” of Octo- 
ber 30, 1953. 


126 


In the afidavit of Dr. Leo J. Novak (December 21. 
1956) afiant stated that the process for reconstituting 
frozen blood cells in accordance with applicant (Dr. 

erger’s) invention, which was developed under his gen- 
ral supervision. provided reconstituted blood which could 

used in like manner as frozen blood cells which had 


slowly heated up to 37°C. 


ther averred that frozen blood cells recon- 
ccordance with applicant's invention have been 
ound to be satisfactory. 


arts approve affidavits of the character here as 

In re MeKenna et al (decided April 15, 

203 Fi2) 717: 674 0.G. 9). There the Court 

that exparte affidavits were proper and one 

practical methods of presenting a factual 

same may be properly used, particu- 

larly when made by a party or parties other than the 
applicant. 


It is accordingly believed that applicant has complied 
with the requirements of the Patent Law and has shown 
the process to possess utility which is the only grounds 
given for rejecting applicant’s claims. 

Respectfully submitted, 


Toctiais & TocLmin 


By /s/ Harry A. Toulmin. 


Washington. D. C. 
March 27. 1957 
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Mailed May 6, 1959, U.S. Patent Office 
Board of Appeals 
IN THE UNITED STATES PATENT OFFICE 
Paper No. 17 
Appeal No. 59-69 
BEFORE THE BOARD OF APPEALS 
Ex parte Carl Berger 
Application for Patent filed July 27, 1953. Serial No. 


370,533. Reconstitution of Frozen Biological Cellular 
Material. 


Toulmin and Toulmin for appellant. 
Before Asp and Surle, Examiners-in-Chief, and Wiles, 
Acting Examiner-in-Chief. 


Asp, Examiner-in-Chief. 
P, 


This is an appeal from the final rejection of claims 3, 
6, 9, 10, 12, 14, 15, 17, 24, 25 and 26. Subsequent to the 
notice of appeal an amendment was filed cancelling claims 
3, 6, 9, 10, 12, 14 and 15, therefore the appeal as to these 
claims will be dismissed. Claims 17, 24, 25 and 26 are 
before us for consideration. No claims have been allowed. 


Claim 24 is representative and reads: 


24. A process for the reconstitution of frozen blood 
cells which consists in passing the same through an 
enclosure having a temperature gradient from the 
entrance to the exit of between 1100°C and 250°C at 
said entrance and 37°C to 50°C at said exit, the 
temperature decreasing substantially uniformly there- 
between, said blood cells entering and passing through 
said temperature gradient enclosure within approxi- 
mately one to two seconds to thaw the same quickly, 
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and thereafter collecting the resultant thawed cells in 
an isotonic liquid having substantially the same tem- 
perature as the thawed cells. 


The reference relied upon is: 
Tullis—Blood Cells and Plasma Proteins, 1953, Academic 
Press, NYC, pp. 207-208 
The appealed claims are for a rapid method of thawing 
frozen blood by subjecting it to a rather high tempera- 
ture for a short time. The copied claim sufficiently illus- 
trates the procedure. 


Claims 17. 24. 25 and 26 have been rejected for lack 
of utility. The examiner has questioned the operative- 
ness of the process because blood is extremely labile and 
would therefore be expected to be denatured at these 
high temperatures. ullis was cited to show the type 

; teh should have heen presented to establish 
in a case of this sort. 


has not submitted any factual evidence to 

frozen blood when rapidly thawed by the 

process gives a composition useful for transfu- 

sion. He relies upon an affidavit by Harry A. Toulmin, Jr. 

which merely : the background of the work done by 

the present applicant and the need for a rapid process. 

The last paragraph of this affidavit states that in the 

judgment of the writer this is a practical, useful contri- 
bation which solves a problem. 


An affidavit by Leo J. Novak alleges that the process 
produces reconstituted blood which can be used in a 
manner similar to frozen blood which has been slowly 
thawed in conventional manner. Affiant also asserts that 
these products “have been used and found to be satis- 
factory.” If the assertions by Novak are true, it remains 
unexplained why some clinical evidence has not been sub- 
mitted in substantiation. Further, since this process is 
alleged to solve a long standing problem, it would seem 
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logical to conclude that it should have made an impression 
upon the art and received recognition in the medical 
profession. No evidence to this effect is of record, 


The affidavits in question are by parties in interest 
(officials of the assignee company) and in effect simply 
opinion affidavits which in accordance with well estab- 
lished principles are inadequate to establish patentability. 
See In re Pike 1950 C.D. 105, 37 CCPA 795: 178 F. (2d) 
949, 84 USPQ 235, 633 OG 680, In re Pierce 1930 C.D. 
34, 390 O.G. 265, 35 F. (2d) 781. and In re Kokatnur et 
al. 30 CCPA 1025; 1943 C.D. 436; 554 0.G. 6: 135 F. 
(2d) 933. 


The examiner has given sound scientifie reasons for 
rejecting the claims for a lack of utility or inoperative- 
ness for the intended purpose. Appellant has not shown 
wherein the examiner is in error and has thus far failed 
to prove his case. As pointed out by the Court. in 
Isenstead vy. Watson, 115 USPQ 408, 157 F. Supp. 7. the 
-atent Office is warranted in carefully serutinizing appli- 
cations for medical patents and in requiring proof of 
utility. 


The Ex parte Kesel, 103 USPQ 103 decision cited by 
appellant in his brief is of no pertinence to the state of 
facts in this appeal. In Er parte Kesel the applicant 
for patent was merely adding another ingredient to a 
dentrifice. In the instant application whole blood is sub- 
jected to conditions which would be expected to denature 
the same and make it unsuitable for transfusion. 


The reply brief cites In re McKenna et al. 97 USPQ 
348; 203 FL (2d) 717; 674 OG 9, on the point that ex pert: 
affidavits may properly be submitted and constitute one 
of the few practical methods of presenting a factual ree- 
ord for application of the “history of the art test.” There 
is no dispute on the state of the art here. The Court 
further indicated such affidavits should be closely seruti- 
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nized. There is nothing in the decision which infers that 
weight should be given to opinion affidavits. The law on 
this is still as set forth in the decisions we have cited 
above. 

The appeal as to claims 3, 6, 9. 10, 12, 14 and 15 is 
dismissed. 

The decision of the examiner is affirmed. 

BOARD OF APPEALS 


/s/ N. A. Asp 
Examiner-in-Chief 


/s/ T. Surle 
Examiner-in-Chief 


/s/ William T. Wiles 
Examiner-in-Chief 
( Acting) 


Mar 6, 1959 


Toulmin and Toulmin 
308 West First Street 
Dayton, Ohio 
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IN THE UNITED STATES PATENT OFFICE 
APPEAL NO. 59-69 


In re application of 
CARL BERGER 

Serial No. 370,533 
Filed July 27, 1953 


For: RECONSTITUTION OF FROZEN BIOLOGICAL 
CELLULAR MATERIAL 


Honorable Commissioner of Patents 
Washington, D. C. 
Sir: 

REQUEST FOR RECONSIDERATION 


Applicant respectfully requests the Honorable Board 
of Appeals to reconsider their decision in the above en- 


titled application for the following reasons. 


In the decision of the Honorable Board of Appeals it 
is stated that applicant has not submitted any factual 
evidence to establish that frozen blood when rapidly 
thawed by applicant’s process provides a composition 
useful for transfusion purposes. Applicant respectfully 
submits that the record provides ample evidence of this. 
We point to the affidavit of Leo J. Novak who is an out- 
standing inventor in this art himself and who directed 
the development of this invention in the laboratories of 
The Commonwealth Engineering Company of Ohio. 


Further the affant Leo J. Novak states 


“That the process for reconstituting frozen blood 
cells consists in passing the same through an en- 
closure having a temperature gradiant from the en- 
trance to the exit as set forth in the claims and 
produces a reconstituted blood cell product which 
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when collected In an isotonie Liquid can be used in 

ozen blood cells which have been 
3 to approximately 37°C in the con- 
batty manner: 


bat frozen dlood cells reconstituted in accordance 
it! ligant’s invention have been used and found 


as set out by the affiant states 
Frozen blood cells have been used 


: sis applicant here is also an 
2 Decree of Doctor of Philosophy. 
> aff aSy iE of Harry A. Toul- 


work 
t from 


satis- 


anne Ranier unwar- 

nt abotection for his process 

-4 is clearly in his favor and 
patent under the Rules of the 


the affidavit of Harry A. 

inee the affant points out the 

how it was solved by applicant. 

always been recognized as important 

tanding they may be made by those who have an 


connection, applicant respectfully refers to the 
recent decision of the Court of Customs and Patent Ap- 
peals in In re Altmann et Bureau decided December 2, 
1958, 121 TSPQ 262. In that case and wherein a method 
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of deinking waste paper was claimed. the Court said in 
regard to affidavits— 


“There are of record affidavits filed in connection with 
a petition to make appellants’ application special in 
the Patent Office. Those affidavits show that the 
claimed process herein has been extensively tested 
with satisfactory results, and that, if a patent is 
granted, appellants’ assignee is prepared to build a 
plant for carrying out the process on a large scale. 


On the other hand, the record contains a copy of a 
letter by A. E. Johnson, Sales Manager of the Curla- 
tor Corporation which, as stated by the Examiner, is 
the assignee of the patent to Hill. The Curlator 
corresponds closely to the disclosure of that patent 
and Johnson’s letter states that its use is not recom- 
mended for deinking. As properly noted by the Ex- 
aminer and the Board, this letter does not establish 
that the process defined by Hill is inoperative for 
deinking, but it does afford a clear indication that 
no commercial use of the process for that purpose 
has been made. 


Similarly, there is of record an affidavit by appellant, 
Bureau, to the effect that he made an investigation 
but was unable to discover that the Moeller process 
had ever been used commerciaily.” 


As will be observed, the Court held such affidavits by 
even interested parties, were appropriate to show that 
the claimed process has utility. Furthermore, the Court 
held that when the claims were limited to the particular 
combination of steps which produce the improved result. 
and in view of the affidavits and record shown, that doubts 
under the authorities are to be resolved in favor of ap. 
plicant, citing In re Pappas et al, 38 CCPA 746, 185 F2d. 
695, 88 USPQ 108; In re Hummer, 44 CCPA S14. 241 
F.2d 742, 113 USPQ 66. 


The instant case is clearly on all fours with the deci- 
sions of the Court of Customs and Patent Appeals and 
it is believed that the Board upon reconsideration will 
find applicant entitled to the allowance of the claims. 
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In regard to the affidavits. the Board of Appeals cites 
& number of decisions which hold that mere opinion aff- 
are inadequa ate. The affidavits of Novak, taken 
i of Toulmin and that of the 
ene the application, provides a 
wings whieh is adequate and does not fall in the cate- 
© simple opinion affidavits. Therefore, it is not 
ein the decisions therein cited in support thereof 
ertinent to applicant's claims. 


It is further pointed out that in the decision of the 
Court of Customs and Patent Appeals of In re MeKenna, 
Redman ¢: al 97 USPQ 348. the Court said in regard to 
affidavits 


We think also that an affidavit by an applicant or 
co-applicant as to the advantages of his invention is 
less persuasive than one made by a disinterested 
party (see Ex parte Coleman 29 USPQ 378 Board 
of Appeals). However, this is not to be disregarded 
for that reason alone and may be relied on when 
sufficiently convincing. See In re Holt 34 CCPA 
1129 and In re Mock 28 CCPA 919, and wherein the 
CCPA relied on such affidavits in reversing the Board 
of Appeals. 


In addition, in the same decision, McKenna et al supra, 
the Court of Customs and Patent Appeals said that where 
the prior art did not suggest the existence of the problem 
or show how it was solved, as is certainly the case here, 
applicant was entitled to be given the benefit of his dis- 
closed process, and further that the fact that elements 
of ithe process may be found in various patents does not 
necessarily negative invention, citing In re Holt supra. 
The Court held that the affirmation by the Board of 
Appeals of the Examiner was unwarranted in view of the 
showing made by the applicant, and which included ex 
parte affidavits as proof, similarly as in the present case. 


Farther, in regard to the decision of In re Instead vs. 
Watson 115 USPQ 408 cited, there the Court indicated 


135 


that the affidavits should be carefully scrutinized but 
they did not state that affidavits of applicant and inter- 
ested parties should be disregarded as appears to be the 
case here, at least as so indicated in the decision. 


Similarly in the case of Ex parte Kesel 103 USPQ 
103, there the application and claims were concerned with 
a dentrifrice and which is not at all related to applicant's 
invention. Here we have a process and new composition. 
Moreover, the claims are all restricted to a process for 
reconstituting frozen blood cells employing certain co- 
ordinated steps and wherein the temperature of treatment 
is set forth. Thus, it is not seen wherein the case of 
Ex parte Kesel is at all pertinent to the case here. 


In reference to the decision of In re McKenna supra. 
the Board states that this is concerned with the history 
of the art test. This, however, is not so restricted be- 
cause, as we pointed out above, the decision clearly indi- 
eates that affidavits by either applicant or co-applicants, 


or those who may have an interest, cannot be disregarded 
and we believe that when carefully reconsidered, it will 
be found that they do contain sufficient evidence for sup- 
porting applicant’s contention that he has satisfied the 
law with respect to disclosing factual evidence of the 
utility of his invention. 


Reconsideration and allowance of the claims on appeal 
is respectfully solicited. 


Respectfully submitted. 
Tovtmin & Tovimis 


Washington, D. C. 
May 27, 1959 


ae 
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IN THE UNITED STATES PATENT OFFICE 


APPEAL NO. 59-69 


n re spplication of 
ARL BERGER 
rial No. 370.538 
Hed Jaly 27, 1953 
For: RECONSTITUTION OF FROZEN BIOLOGICAL 
CELLTLAR MATERIAL 


Honorabie Commissioner of Patents 
Washington. D. C. 


Sir- 


Our: 


SUPPLEMENTING APPLICANT'S REQUEST 
FOR RECONSIDERATION 


can be obtained, applicant expects to license the invention. 


Applicant further submits the following pertinent dis- 
closures in the literature, and which shows that it is con- 
ventional to store blood or blood plasma cells at low tem- 
perature and later use it for transfusion purposes (note 
in this connection the following)— 


Seience News Letter for October 11, 1958—Page 229 
“Use Frozen Blood” 


“The reporting scientists processed the blood in a 
fractionator, added glycerol and froze it and stored 
at -S0° to -120°C, the blood was then thawed and 
deglyceralized in wash solution 
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They said the recovered blood appeared therapeuti- 
cally comparable to the blood now used for trans- 
fusion... .” 


Also 


Science News Letter for September 1956 
Vol 124 No. 3221 


“Mechanics of Freezing in Living Cells and Tissues— 
Harold T. Merryman—Page 250 


“Thawing following rapid freezing, has been shown 
to be a very demanding procedure. 


The use of means of thawing other than simple con- 
duction have been explored. 


It is estimated that, for blood, one second is certainly 
the upper limit for the total duration of thawing and 
with this technique the problem of timing to thaw a 
specimen in one second without boiling it in the 
ensuing millisecond would be nearly insoluble, even 
assuming that all portions completed thawing at ex- 
actly the same instant. The successful development 
of a technique other than simple heat exchange by 
conduction would probably extend considerably both 
the size and species range amenable to rapid freez- 
ing.” 


As pointed out by the author Dr. Merryman in the 
Science article above, a solution to the problem of de- 
vising a method of thawing frozen blood plasma was 
needed. Thus prior to applicant (Berger) inventive 
method of reconstituting frozen blood cells no suitable 
method had been discovered. 


Respectfully submitted 


Tovutmin & TovLmis 


Washington, D. C. 
June 18, 1959 


13: 
Mailed September 24, 1959, U.S. Patent Office 
Board of Appeals 
IN THE UNITED STATES PATENT OFFICE 
Paper No. 20 
Appeal No. 59-69 


BEFORE THE BOARD OF APPEALS 
Ex parte Carl Berger 


Application for Patent filed July 27. 1953. Serial No. 
370.933. stitution of Frozen Biological Cellular 
Material 


Toulmin and Toulmin for appellant. 


Before Asp and Surle, Examiners-in-Chief. and Wiles, 
Acting Examiner-in-Chief,. 


Asp. Examiner-in-Chief. 
ON PETITION FOR RECONSIDERATION 


A request for reconsideration of our decision of May 6, 
1959, has been presented. It is essentially a reiteration 
ofithe merits of the affidavits of record which we con- 
sidered and found insufficient to establish any utility in 
the claimed process. The reargument is not persuasive of 
any error in our evaluation of this showing. We remain 
of ‘the opinion that it does not qualify as factual evidence. 


The decisions cited in the petition are not seen to be 
in point here. In the Altmann et al. case, 121 USPQ 
262, there was no rejection for lack of utility. The affi- 
davits therein were concerned with commercial aspects 
for purposes of resolving doubts in favor of patent- 
ability. 
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The supplemental comments filed June 18, 1959 will 
not be considered because they were not received within 
the 30 day limit set in Rule 197 for such papers. 


The petition has been considered but is denied in re- 
spect to making any change in our decision. 


BOARD OF APPEALS 


/s/ N. A. Asp 
Examiner-in-Chief 


/s/ T. Surle 
Examiner-in-Chief 


/s/ William T. Wiles 
Examiner-in-Chief 
(Acting) 


Toulmin and Toulmin 
308 West First Street 
Dayton, Ohio 
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United States Court of Appeals 


For Tse District or Cotumsia CircuirT 


No. 16,862 


Tur ComMONWEALTH ENGINEERING CoMPANY OF 
Oxio and Caru BExcEr, 


Appellants 
vs. 


Davi L. Lapp, 
CoMMISSIONER OF PATENTS 


Appeal from the United States District Court 
for the District of Columbia 


BRIEF FOR APPELLANTS 


United States Court of Appeals 
for the ietrich of Criemh's Circuit TOULMIN & TOULMIN 
Wer Harry A. TouLMIn, JR. 
ited MAR 26 1962 11 South Wilkinson St. 
Dayton, Ohio 
E& MRK W.dlewrak Forsom E. Drummonp 
eiienic 1648 Pennsylvania Building 
Washington, D. C. 


Attorneys for Appellants 


WILSON - Epes PRINTING Co. - RE 7-6002 - WASHINGTON 1, D. C. 


STATEMENT OF QUESTIONS 


The questions presented are as follows :— 


oa 


(1) Has appellant satisfied the requirement of 35 
United States Code 101 with respect to the usefulness 
of his invention. 

(2) Is it necessary, in order to overcome a conclusion 
expressed by the Patent Office that appellant’s process 
will not operate as claimed, to submit proof other than 
an expert's @ priori opinion, 


(3) Where only a process is claimed as an invention 


and the process manifestly performs the function de- 
scribed is appellant required to show specific utility of 
the final product treated by the process of the invention. 
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United States Court of Appeals 


For tHe District oF CotumBia Criecuit 
No. 16,862 


THe CoMMONWEALTH ENGINEERING COMPANY OF 
Outro and Cart BERGER, 
Appellants 


Vs. 


Davio L. Lapp, 
CoMMISSIONER OF PATENTS 


Appeal from the United States District Court 
for the District of Columbia 


BRIEF FOR APPELLANTS 


JURISDICTIONAL STATEMENT 


Jurisdiction over this action was conferred on the Dis- 
trict Court for the District of Columbia by 35 U.S.C. p. 
145 (Section 145 of the Patent Code), which authorizes 
a civil action to obtain a patent. 


This Court has jurisdiction upon appeal to review 
the judgment of the District Court by virtue of 28 U.S.C. 
p. 1291. 


STATEMENT OF THE CASE 


This action originated in the District Court under Sec- 
tion 145 of the Patent Code (35 U.S.C. p. 145) to au- 


of Patents to 


The application was 

of Frozen Biological Cellular 

Heation and any Letters Patent which 

2 thereon was assigned to The Commonwealth 


any of Ohio. 


he aforementioned patent 


Carl Berger Application 370,533 


appellant Carl Berger filed an ap- 
atent in the Tnited States Patent 
led “Reconstitution of Frozen 

That application was desig- 

was fully prosecuted in the 


rving out the process in 


ee : vention was illustrated 
drawing submitt ith the patent application. 


ms of said application were rejected 

Sxaminer of the United States Patent 

nts took an appeal to the Patent Office 

Board of Appeals with respect to the following claims 
remaining in the case. [JA 118-119] 


THE CLAIMS 


A process for the reconstitution of frozen blood 
cells which ineludes the steps of establishing a tem- 
erature gradient channel decreasing substantially 
uniformly between 250°C and 50°C, flowing a stream 
of the cells under the influence of gravity alone 
through said temperature gradient channel being 
initially subjected to said temperature of 250°C 
to substantially thaw the cells in a time on the 
order of seconds, and collecting the cells after pass- 


oy 
o 


ing through said temperature gradient channel in 
an isotonic solution having substantially the same 
temperature as the thawed cells. 


A process for the reconstitution of frozen blood 
cells which consists in passing the same through an 
enclosure having a temperature gradient from the 
entrance to the exit of between 1100°C and 250°C 
at said entrance and 37°C to 50°C at said exit. the 
temperature decreasing substantially uniformly 
therebetween, said blood cells entering and passing 
through said temperature gradient enclosure with- 
in approximately one to two seconds to thaw the 
same quickly, and thereafter collecting the resultant 
thawed cells in an isotonic liquid having substan- 
tially the same temperature as the thawed cells, 


A process for the reconstitution of frozen blood 
cells which consists in propelling the same through 
an enclosure with inert gas, said enclosure having 
a temperature gradient from the entrance to the 
exit of between 1100°C and 250°C at said entrance 
and 37°C to 50°C at said exit, the temperature 
decreasing substantially uniformly therebetween, 
said blood cells entering and passing through said 
temperature gradient enclosure within a few  see- 
onds to thaw the same quickly, and thereafter col- 
lecting the resultant thawed cells in an_ isotonic 
liquid having substantially the same temperature 
as the thawed cells. 


A process for the reconstittuion of frozen blood 
cells which tend to cluster, said process comprising 
flowing the same through a heat gradient atmos- 
phere which starts initially at a temperature of 
approximately 1100°C and decreases substantially 
uniformly to a temperature of approximately 37°C, 
said cells being passed through said gradient. at- 
mosphere at a high rate of speed and on the order 
of from one to two seconds, and wherein a velocity 
is imparted to said cells by inert gas introduced 
into said gradient atmosphere, and collecting said 
blood cells after passing through said gradient at- 
mosphere in an isotonic liquid, said liquid being at 
substantially the same temperature as the cells 
after passing through said gradient atmosphere. 


The Patent Examiner finally rejected all of appellant's 
i in the patent application for lack of utility, and 
ing there had been no showing made to the effect 
h temperatures that appellant uses would not 
uration of the blood proteins due to localized 


Examiner's final rejection of the 
t for lack of utility, substitute claims 
4 along with an affidavit of Harry .\. Toul- 


Harry A. Toulmin pointed out the 
pellant’s process for quickly reconstituting 
lls without injury to the cells, and to the 


: 


consultation had by the inventor Dr. Berger with Dr. 
Sloan of the National Research Council. 


\The Patent Examiner responded to appellant’s amend- 
ment and affidavit of Harry A. Toulmin as follows: [JA 
113} 


ssue remaining in this case is the rejection 
for lack of utility. The affidavit [Toulmin] submitted 
December 4, 1956 has been carefully considered, but 
is not consider-d convincing to the Examiner. * * * 
No where in the affidavit is there a positive showing 
to the effect that rapidly thawed blood by the process 
of this invention is not affected (denatured) by the 
high temperature of the process and that the rapidly 
thawed blood produces a result comparable to that 
produced by slowly thawed blood when injected into 
a living person. Therefore, the claims stand rejected 
for lack of utility.” 

In response to this continued rejection of the claims 
because of insufficient showing of utility, appellant filed 
an affidavit of Dr. Leo J. Novak [JA 117]. The affiant, 
a P.H.D. and Vice-President in charge of Research and 
Development for The Commonwealth Engineering Com- 
pany of Ohio, averred as follows— 
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“THAT the process for reconstituting frozen blood 
cells consists in passing the same through an en- 
closure having a temperature gradient from the en- 
trance to the exit as set forth in the claims and 
produces a reconstituted blood cell product which 
when collected in an isotonic liquid can be used in 
like manner as frozen blood cells which have been 
slowly heated up to approximately 37°C in the con- 
ventional manner. 


THAT frozen blood cells reconstituted in accordance 


with applicant’s invention have been used and found 
to be satisfactory. 


Notwithstanding this additional evidence as to utility 
of appellant's process by one other than the inventor 
and an expert in the art. the Examiner refused to allow 
the application. An appeal was taken to the Board of 
Appeals. 


The Board of Appeals of the Patent Office in a decision 
dated May 6, 1959 affirmed the Examiner. The Board 


referring to the affidavits submitted by appellant as 
“simply opinion affidavits” and made by parties in inter- 
est. They further held that appellant had not submitted 
any factual evidence to establish that frozen blood when 
rapidly thawed by the claimed process gives a composition 
useful for transfusion. 


Upon appellant's petition for reconsideration by the 
Board of Appeals they declined to change their affirmation 
of the Examiner. Appeal was then taken to the District 
Court for the District of Columbia under 35 U.S.C. p. 
145, to authorize the Commissioner of Patents to issue 
a patent to appellant. 


The Distriet Court below disregarded the testimony of 
appellant's expert Dr. Klotz and dismissed the complaint 
holding that the evidence presented relative to utility 
of appellant's invention was of no value for supporting 
a showing of utility. The Court relied upon its earlier 
opinion in Isenstead vs, Watson, 157 Fed. Suppl. 7. The 


Le) 


feve the record will show that. the Sndings 
Court below are not well taken and are 


reversibdle. 


STATUTES, REGULATIONS AND RULES INVOLVED 


35 U S.C. p. 100/b) Definitions 


“The term “process” means process, art or method, 


and 2 des a new use of a known process, machine, 
manufseture, composition of matter, or material.” 


», 102 Inventions patentable 


invents or discovers any new and useful 

achins, manufacture, or composition of mat- 

new and useful improvement thereof, may 

E 1t therefor, subject to the conditions 
equirements of this title.” 


ra) 
ot 


fo 
ts 


a 
th 


nearly 


forth the best mode 
of carrying out his invention. 


specification shall conclude with one or more 

particularly pointing out and distinctly claim- 

y . subject matter which the applicant regards 
his invention.” 


STATEMENT OF POINTS 


1. The Court below was unwarranted in holding that 
appellant had not submitted sufficient evidence to establish 
the utility of his invention. 

2 The Court below erred in holding that appellant 
had not submitted any factual evidence to establish that 
frozen blood when rapidly thawed by the claimed process 
gives a composition useful for any purpose whatsoever. 
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3. The Court below erred in holding that the evidence 
presented by way of affidavits and appellants’ expert 
witness Dr. Klotz was of no value as evidence for sup- 
porting applicant’s showing of utility of appellants’ in- 
vention. 


4. It was error for the Court below to hold that 
appellant was required to show by laboratory experiments 
that appellant’s process will operate as claimed, 


5. The Court below was unwarranted in holding that 
the earlier decision in Isenstead vs. Watson, 157 Suppl. 7, 
was equally applicable to appellants’ case. 


6. The Court below erred in failing to consider that 
appellant’s invention is restricted to a process rather 
than a product. 


SUMMARY OF ARGUMENT 


1. The utility of the process as well as the product 
treated by the process has been sufficiently proved by 
the evidence submitted during proceedings in the Patent 
Office and including affidavits of Harry A. Toulmin and 
Dr. Leo J. Novak, and as corroborated by appellant's 
witness Dr. Klotz during the proceeding before the Court 
below. 


The process manifestly has utility for rapidly thaw- 
frozen material, and this is not denied by defendant. 


3. A product and its utility is not involved here be- 
‘ause the invention, as set forth in the claims, is @ process. 
The claims define the specific steps of the admittedly novel 
procedure thus the claims satisfy the requirements of 
the patent statute. [55 U.S.C. 112) 


$ 
ARGUMENT 


Utility of the Process has been Proved 


ground by the U.S. Patent Office for refusing 
vant 2 patent was that of lack of utility. 
pation or lack of invention were 

contention before this Appellate 


n response to the Patent Ex- 
nal evidence of usefulnes 
an affidavit of Harry A. Toulmin 


eSent sin his affidavit the following— 


THAT Dr. Berger nae this experience in connection 
his long experimentation 

hich cost the Government 

= $50,000, arrived at the solution 

ication upon my submitting to him 

‘ational Research Council to get 

aforementioned problem which is 

ecfication of the above-entitled 


ty of this development is due to the 
3 can get a very fast process for re- 
ion of the frozen blood cells without injury 


aera after continued a ie of the claims by the 
Patent Off: Examiner appellant filed an affidavit of 
Dr. Leo JL N t {J 7}. In the affidavit the affiant 


stated as follows— 


“THAT frozen blood cells reconstituted in accordance 
with applicant’s invention have been used and found 
to be satisfactory.” (Emphasis ours) 
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Further during the proceedings below, appellant pre- 
sented an expert witness, Dr. Klotz, who testified that the 
invention had utility and further that the process was 
one which could be carried out in the laboratory and 
would be helpful to have in a hospital laboratory for 
treating sheep blood in frozen form. [Tr—JA 44-45] 


It was additionally established by the witness [JA 45] 
that ordinary storage of sheep blood results in deteriora- 
tion of the same within periods of two weeks or less, and 
that it is necessary to reconstitute the supply of such 
blood in order to carry out laboratory tests. 


Dr. Klotz, the witness, also stated that the process 
would thaw frozen blood without destroying its function 
and biological properties. The witness testified as follows 
(Tr—JA 45] 


Q Dr. Klotz, having read the file wrapper of this 
application, did you observe anything in the pro- 
posed process, as to application of heat and ad- 


justments of the variables of time and length of 
exposure, which would be contrary to recognized 
scientific principles? A I don't think so, sir. 


In your opinion, if the length of time of exposure 
to high temperature is sufficiently small, is it possi- 
ble to pass red blood cells through a high tempera- 
ture without scorching them? <A I see no reason 
why not. I would certainly think so. 


Also the witness testified relative to the utility of ap- 
pellant’s invention as follows: [Tr—JA 48-49] 


Q_ Dr. Klotz, taking into account the phenomenon of 
heat of fusion or latent heat, to which you earlier 
testified, if, let us say, blood at zero degrees centi- 
grade in its frozen state were exposed to a high 
temperature for such a sufficiently small length of 
time that it had merely liquified and had not begun 
to rise in temperature, would it make any difference 
at all how much—what the degree of outside heat 
which had been applied wast  <A_ It certainly 
would not seem so . 


US 


possible, applying the principle of heat of 
again, together with the variables of time 
sure, Which we have discussed, to pass blood 
frozen blood, through a temperature gra- 

say 1100 degrees to 37 degrees, pro- 

speed adjus tment is correct, and have 

i come out the discharge end having never 
above 37 degrees centigrade itself? A It 
d certainly seem so, based on physical prin- 


lied heavily on its earlier decision 

on (157 F. Supp. 7). Appellant 

: ; in that case “a new medical 
: claimed. On the contrary, the invention 
process and no new product is claimed. 


Court below misconstrued 

supra as covering the 

s present process inven- 

> pointed out above, applicant’s 

a process of treating frozen 

and produce unfrozen 

» decision therein with 

- and serut! ny which should be taken, 
1 patent applications cover- 
atent is involved in 

therefore : decision does not 


ints to the decision in Thomas vs. Michacl, 
(CCPA 1948) at pages 946-947 [JA 59) 
The Court in that case held: 


of a new product produced by a 

not known or apparent, a test is 

ablish reduction to practice of that 

s. But where the utility of an old product 

produced by a novel process is known, a test is not 

required to establish reduction to practice of that 
proce 
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It is manifest that appellant’s novel process produces 
an old product—unfrozen blood—accordingly a test is 
not required to establish reduction to practice of the 
process. 


In the decision of Isenstead v. Watson supra, there 
the Court indicated that the affidavits should be care- 
fully scrutinized but they did not hold that affidavits of 
applicant and interested parties should be disregarded 
as appears to be the case here, since the Court below, as 
pointed out above, held that the evidence presented was 
of no value. 


Appellant submits the decision in point is In re Nelson 
280 F(2) 178, where in the Court of Customs and Patent 
Appeals held that a high degree of usefulness need not 
be established, and all that is needed is some degree 
of usefulness. Appellant clearly has established that the 
invention has some degree of usefulness. 


Appellant’s Patent Application Supports 
Broad Uses of the Invention 


The appellants’ patent application supports a broad 
use of thawed blood, and the affidavits of Harry A. Toul- 
min Jr. and that of Dr. Leo Novak, as well as the expert 
witness Dr. Klotz, indicates blood thawed in accordance 
with appellants’ process has utility at least for laboratory 
and testing uses. 


It is pertinent in this connection to refer the Court 
to the decision of the Court of Customs and Patent Ap- 
peals in In re MeKenna et al 97 USPQ 348, wherein 
the Court said in regard to affidavits 


“We think also that an affidavit by an applicant or 
¢co-applicant as to the advantages of his invention 


2 


persuasive than one made by 3 disinterested 
rty (Ex parte Coleman 29 USPQ 378, Board Ap- 
Howe ever, it is not to be disregarded for 
reason alone and may be relied upon when suf- 
ently convincing.” [JA 134] 

The Court below referred to the testimony introduced 
lf of the plaintiff. the appellant here, by Dr. Klotz 
ne i as being impressive. [JA 67]. The 

Witness testided t the process of the invention could 
emp toyed both in connection with tests and experi- 
human blood and animal blood and such as 

in laboratories. 


Court below is believed to be wrong in 

n order to overcome this conclusion some 

- snbmitted and not merely another experts 

nion, especially a partisan expert”. This is 

2 logical way for appellant to prove the use- 

s invention. The decisions by the Court of 

oms and Patent Appeals have approved such meth- 


The decision in In re Altmann et Bureau 121 USPQ 

‘JA 132-133] approves the submission of affidavits for 

parpos«. Similarly. in In re MeKenna 97 USPQ 

[JA 134] the Court indicated that the testimony of 

experts and ¢x parte afidavits may be relied upon by 

an applicant to establish the advantages of his invention. 
[JA 124) 


Accordingly. appellant’s @ priori opinions should have 
been accep pted by the Court below as proper evidence to 
¥ prop 

prove utility of appellant’s invention. 


It is submitted that the Patent Office is not charged 
with the task of protecting the public against 
- misuse of patents. This is a function performed 

the Food and Drug Administration. 
Appellant furthermore wishes to emphasize that he has 
not claimed frozen blood treated by his process to quickly 
unthaw it may be used directly for transfusion im humans. 
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No where in appellant’s patent application specification 
is such a statement made. The defendant however, has 
stressed this alleged use [Tr—JA 26] and, we respectfully 
submit, thus may have misled the Court. 


Appellant further points out that evidence of utility 
of the process is manifest from the record and testimony. 
It is also not denied by defendant that the process of the 
invention of appellant’s will thaw frozen blood. The 
process being admittedly new and not anticipated by the 
prior art is patentable to appellant. 


CONCLUSION 


The claims, which are all directed to appellant's process. 
and which are rejected solely on the grounds that no 
utility of the invention has been established. are allow- 
able to appellant. 


The Court below was in error in finding that the evi- 


dence submitted by appellant in the record and at the 
trial was insufficient, and accordingly the holding of the 
Court below should be reversed. 


TOULMIN & TOULMIN 


Harry A. Tovumiy, Jr. 
Fotsom E. DreumMonp 
1648 Pennsylvania Building 
Washington, D. C. 


Attorneys for Appellants 
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STATEMENT OF QUESTIONS PRESENTED 


In the opinion of the appellee, the questions pre- 
sented in this appeal are: 

1, Whether the findings of the District Court 
that the claimed process fails to satisfy the util- 
ity requirement of 35 United States Code 101, 
since the appellants have not submitted any 
factual evidence to establish that frozen blood 
rapidly thawed by said process gives a composi- 
tion useful for any purpose whatsoever, are so 
clearly erroneous to warrant their being set aside 
by this Court in view of Rule 52(a) of the Fed- 
eral Rules of Civil Procedure and its prior ad- 
judications in this field; 

2. Whether the fact that the sole evidence 
before the trial Court was conflicting a priori 
opinions on a highly technical and scientific 
matter permits a holding by this Court that the 
finding of non-patentability by the District Court 
lacks substantial basis in the record. 
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Statutes: 


United States Court of Appeals 


For THE DISTRICT OF COLUMBIA CIRCUIT 
Appeal No, 16,862 


THE COMMONWEALTH ENGINEERING COMPANY OF 
OHIO and CARL BERGER, APPELLANTS 


uv. 


DAvip L. LADD, COMMISSIONER OF PATENTS, APPELLEE 


Appeal from the Judgment of the United States 
District Court for the District of Columbia 


INTRODUCTION 


This is an appeal from the judgment (J.A.-84) 
of the United States District Court for the District 
of Columbia dismissing the complaint in an action 
brought under 35 U.S.C. 145. In that action, the 
appellants, constituting the corporate assignee and 
applicant Carl Berger, of application Serial No. 
$70,533, filed July 27, 1953, entitled “Reconstitution 
of Frozen Biological Cellular Material”, sought to 
have that Court authorize the issuance of a patent to 
them containing certain designated claims in the 
application. 


(1) 


» 
~ 


The complaint was dismissed by the trial Court 
after a hearing at which the appellants introduced 
expert testimony in an effort to show patentability. 
The District Court rendered an oral opinion (J.A.-74 
to 79), followed by findings of fact and conclusions of 
law (J.A.-S0 to 83), sustaining appellee’s refusal to 
grant the requested patent. Notice of appeal was 
timely filed on January 11, 1962. 


APPELLANTS’ APPLICATION 


The alleged invention described in the application 
at bar relates to a process for reconstituting frozen 
red blood cells by quick heating in a temperature 
gradient enclosure, in a matter of seconds, and 
recovering the thawed cells in an isotonic solution 
(J.A.-87). The process consists of passing the frozen 
red blood cells through a vertical tube, either by 
gravity drop or as a suspension in an inert gas such 
as nitrogen or argon, the tube having a uniform 
temperature gradient gradually decreasing from 250° 
C. to 1100° C. at the entrance to from 37° C. to 50° 
C. at the discharge end, and receiving the thawed 
blood cells in an isotonic saline solution having the 
temperature of the thawed cells (J.A. 81 to 90). 

According to the specification, previous methods 
for reconstitution “to render it suitable, for example, 
for human use have involved the heating of the cells 
in slow increments” until the desired temperature of 
37° C. is attained, but this tends to produce denatura- 
tion within the cells due to deterious reactions therein 
as the temperature rises (J.A.-87). The specification 
alleges that the extremely rapid activation of the 
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cells inhibits deleterious reactions (J.A.-92) and that 
the disclosed process conditions the cells for immediate 
use (J.A.-87). 


THE CLAIMS 


The four appealed claims 17, 24, 25 and 26 (J.A.- 
118, 119) are drawn to the process for the reconstitu- 
tion of frozen blood cells discussed above, the claims 
varying with respect to temperatures and means for 
passing the frozen cells through the temperature 
gradient channel. Claim 24 is generic. All claims 
stand or fall together. 


SUMMARY OF ARGUMENT 


1. The appealed claims are unpatentable for the 
reason that the utility requirement of 35 United 
States Code 101 has not been satisfied. High tempera- 
tures denature blood and the appellants have not sub- 
mitted any factual evidence to establish that frozen 
blood cells when rapidly thawed by the claimed pro- 
cess gives a composition useful for any purpose what- 
soever. There is no usefulness whatever in any degree 
where the process will destroy the usefulness and 
value of the very product intended to be produced by 
ruining its vital properties. Therefore, the claimed 
process is entirely lacking in utility. 

2. The utility requirement of 35 United States 
Code 101 would particularly warrant careful scrutiny 
and proof of utility in connection with applications 
for medical patents in view of the likely public re- 
liance upon a medical patent as an official certification 
of its stated results and benefits. This is applicable 
to all applications for medical patents, whether the 
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claims are drawn to a product or to a process as in 
the case at bar. Therefore, since the process of the 
appealed claims results in a product clearly intended 
for a medical use and it has not been shown by 
experimentation that the product will have such 
usefulness, the claimed process lacks the utility re- 
quired by 35 United States Code 101. 


ARGUMENT 


It is respectfully submitted that, in an action to 
obtain a patent, the basic issue before the Court is 
whether the finding of non-patentability made by 
the Patent Office, and concurred in by the District 
Court, lacks substantial support in the record. This 
has been the established rule of this Court. Abbott 
et al. v. Coe, 71 App. D.C. 195, 109 F.2d 449; Esso 


Standard Oil Co. v. Sun Oil Co., 97 U.S. App. D.C. 
154, 229 F.2d 37. Only if the finding of non-patent- 
ability is “clearly wrong” does this Court reverse. 
Bullard Co. v. Coe, 79 U.S. App. D.C. 369, 147 F.2d 
568; Watson v. Bersworth et al., 102 U.S. App. D.C. 
187, 251 F.2d 898; Schafer v. Watson, 109 U.S. App. 
D.C. 360, 288 F.2d 144. 

In the present case, the District Court concluded 
that “the ruling of the Patent Office has not been 
sufficiently overcome to justify the Court in reaching 
the conclusion that the Patent Office erred” (J.A.-77). 
Findings of Fact Nos. 7, 8 and 9 embody that con- 
clusion (J.A.-81, 82). The appellants must show 
that these findings are “clearly wrong” to prevail. 

The issue of this appeal revolves about Finding 
7 (J.A.-81) of the trial court that the appellants have 
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not submitted any factual evidence to establish that 
frozen blood when rapidly thawed by the claimed pro- 
cess gives a composition useful for any purpose what- 
soever. Utility is one of the statutory requirements 
for patentability (35 United States Code 101). The 
appealed claims were refused by the Patent Office 
(J.A.-128, 127) as lacking utility since blood is ex- 
tremely labile which causes it to undergo changes at 
high temperatures, thus denaturing the blood and 
rendering it unfit for transfusion purposes. There- 
fore, in the absence of any factual evidence that 
frozen blood, when rapidly thawed by the claimed 
process, gives a composition useful for transfusion or, 
as added by the trial court in its opinion (J.A.-75), 
useful for any purpose whatsoever, the process is 
entirely lacking in utility. The trial court also stated 
in its opinion that the “specification does not indicate 
the purpose or purposes for which this process is to be 
used” (J.A.-74); this statement is embodied in 
Finding 3 (J.A.-80). 

In contending for the patentability of the appealed 
claims, the appellants assert that the utility of the 
claimed process has been proved (Br-8). They rely 
upon the affidavits of Harry A. Toulmin and Dr. Leo 
J. Novak (Br-8), as well as the testimony of Dr. 
Klotz (Br-9, 10). An inspection of the Toulmin affi- 
davit (J.A.-109 to 111), including the excerpt thereof 
in the appellants’ brief (Br-8), indicates that the 
affidavit merely states that the process is a fast 
method for reconstitution of the frozen blood cells 
without injury to the cells. The Novak affidavit 
(J.A.-117) merely states that frozen blood cells re- 
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constituted in accordance with the claimed process 
have ‘been used and found to be satisfactory. The 
testimony of the witness, Dr. Klotz, including the 
portion excerpted in the appellants’ brief (Br-9, 10), 
amounts to no more than a tentative opinion that 
frozen blood may be rapidly thawed at high tempera- 
ture without damage “provided your speed adjust- 
ment is correct” (Br-10). The affidavits and testi- 
mony are no more than expressions of opinion and the 
District Court properly concluded that the appellants 
have not submitted any factual evidence to establish 
that frozen blood when rapidly thawed by the claimed 
process gives a composition useful for any purpose 
whatsoever (J-A.-75). It may further be noted that 
the affidavits and testimony were from interested 
sources since they issued from officials of the cor- 
porate appellant. Also, it is well established that 
patentability cannot be predicated upon opinion affi- 
davits unsupported by factual evidence; In re Pike, 
37 CCPA 795, 178 F.2d 949; In re Reid, 37 CCPA 
884, 179 F.2d 998; In re Kokatnur et al., 30 CCPA 
1025, 135 F.2d 933; and In re Pierce, 17 CCPA 626, 
35 F.2d 781. Therefore, Findings 7, 8 and 9 have 
substantial support in the record and are not clearly 
erroneous. 

The utility requirement of the statute in 35 United 
States Code 101 has particular significance in an 
application involving a medical utilization as in the 
case at bar. In considering such application in a 
previous decision in Isenstead v. Watson, 157 F.Supp. 
7, the trial court has stated that: 
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“Great care and scrutiny should be particularly 
taken in connection with applications for medi- 
cal patents. While the granting of a patent 
does not legally constitute a certificate that the 
medicine to which it relates is a good medicine 
and will cure the disease or successfully make 
the test which it was intended to do, nevertheless, 
the granting of such a patent gives a kind of 
official imprimatur to the medicine in question 
on which as a moral matter some members of the 
public are likely to rely. In view of these circum- 
stances, it is right and proper that the Patent 
Office should be very careful and perhaps even 
reluctant to grant a patent on a new medical 
formula until it has been thoroughly tested and 
successfully tried by more than one physician.” 


The trial court quoted a portion of the above decision 
in its opinion in the case at bar (J.A.-79). The 


decision in Isenstead v. Watson, supra, was followed 
in Armour and Co. v. Wilson and Co., U. S. District 
Court, N.D. Illinois, E.D., 168 F.Supp. 353, 363, 119 
USPQ 365. It is submitted that, in view of the con- 
siderations set forth in the above quotation from the 
decision in Isenstead v. Watson, the failure of the 
appellants to supply factual evidence of utility takes 
on an added significance and clearly renders the 
appealed claims unpatentable for failing to meet the 
statutory requirement of utility. The appellants’ 
argument that the case at bar may be distinguished 
from Isenstead v. Watson in that the latter case 
claimed “a new medical compound” while the appealed 
claims are drawn to a process (Br-10) is without sub- 
stance since both cases involve medical applications 
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and therefore the principles enunciated in the pre- 
vious decision are equally applicable to both cases. 
The holding to this effect by the trial court in its 
opinion (J-A.-79) and Conclusion of Law 10 (J.A.- 
$3) are therefore not clearly erroneous. 

The appellants imply that the trial court disre- 
garded the Toulmin and Novak affidavits as those of 
interested parties since it “held that the evidence 
presented was of no value” (Br-11). They further 
cite the decisions of the Court of Customs and Patent 
Appeals in In re McKenna and In re Altmann et al., 
as indicating that such affidavits may be relied upon 
when sufficiently convincing (Br-11, 12). However, it 
is quite clear that the District Court did not disregard 
the: affidavits or, for that matter, the testimony of 
Dr: Klotz, but rather found that no factual evidence 
had been submitted to establish that the claimed pro- 
cess resulted in a useful product. (Finding 7—J.A.- 
81) and it is submitted that this finding is clearly 
correct. This finding of the District Court is not in 
conflict with the decisions cited by the appellants. 

The appellants rely on the decision in Thomas v. 
Michael, (Br-10) as holding that tests are not re- 
quired when an old product is produced by a new 
process and the cecision in In re Nelson (Br-11) for 
the rule that a high degree of usefulness need not be 
established. There is no dispute with the law as ex- 
pressed in the decisions cited of the appellants but 
those decisions are not applicable to the case at bar. 
In the present case, as stated in Finding (7 J.A.-81), 
there is no factual evidence that the claimed process 
results in a product useful for any purpose whatso- 
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ever despite the fact that the Patent Office had pointed 
out that high temperatures normally denature blood 
and normally make it unfit for transfusion purposes. 
(J.A.-128). While a high degree of utility may not 
be necessary under the statute no factual evidence 
was presented herein to contravert the Patent Office 
holding that the process will destroy the very product 
it is designed to produce and, therefore, as held if the 
trial court (J.A.-76) “* * * on that basis, the process 
is entirely lacking in utility”. 

Finally, the appellants argue that their application 
supports a broad use for thawed blood, with testi- 
mony showing utility at least for laboratory and 
testing uses (Br-11); that the Patent Office is not 
charged with protecting the public against misuse of 
patenta; and that the specification and claims are 
not limited for direct transfusion in humans (Br-12, 
13). These arguments cannot be persuasive of clear 
error, or any error in Findings 7, 8 and 9 of the trial 
court (J.A.-81, 82). The testimony constituted mere- 
ly a priori opinion evidence, without any factual 
basis, and therefore cannot successfully rebut the 
refusal of the appealed claims by the Patent Office 
on the ground that high temperatures denature blood 
and therefore the product of the appealed claims can 
have no utility. The absence of any factual evidence 
that the claimed process results in a product having 
any utility whatsoever renders the process entirely 
lacking in utility and the appealed claims unpatent- 
able in view of the utility requirement in 35 United 
States Code 101. The argument relative to protection 
of the public by the Patent Office against patent mis- 
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ever despite the fact that the Patent Office had pointed 
out that high temperatures normally denature blood 
and normally make it unfit for transfusion purposes. 
(J.A.-128). While a high degree of utility may not 
be necessary under the statute no factual evidence 
was presented herein to contravert the Patent Office 
holding that the process will destroy the very product 
it is designed to produce and, therefore, as held if the 
trial court (J.A.-76) “* * * on that basis, the process 
is entirely lacking in utility”. 

Finally, the appellants argue that their application 
supports a broad use for thawed blood, with testi- 
mony showing utility at least for laboratory and 
testing uses (Br-11); that the Patent Office is not 
charged with protecting the public against misuse of 
patenta; and that the specification and claims are 
not limited for direct transfusion in humans (Br-12, 
13). These arguments cannot be persuasive of clear 
error, or any error in Findings 7, 8 and 9 of the trial 
court (J.A.-81, 82). The testimony constituted mere- 
ly a priori opinion evidence, without any factual 
basis, and therefore cannot successfully rebut the 
refusal of the appealed claims by the Patent Office 
on the ground that high temperatures denature blood 
and therefore the product of the appealed claims can 
have no utility. The absence of any factual evidence 
that the claimed process results in a product having 
any utility whatsoever renders the process entirely 
lacking in utility and the appealed claims unpatent- 
able in view of the utility requirement in 35 United 
States Code 101. The argument relative to protection 
of the public by the Patent Office against patent mis- 


10 


use does not avoid or show error on the finding of the 
trial court (Finding 9; J.A.-82) that the claimed pro- 
cess is lacking in utility especially in view of the 
considerations set forth in the decision in Isenstead v. 
Watson, supra. Also, with respect to the matter of 
transfusion in humans, the trial court indicated in its 
opinion (J.A. 74 to 79) that the case at bar involved 
a medical application and referred to its previous 
decision in Isenstead v. Watson which stressed the 
importance of adequate successful testing in medical 
applications to satisfy the utility requirement of 35 
United States Code 101. On the basis of the evidence 
adduced in this case, it is submitted that neither the 
Patent Office tribunals nor the trial court committed 
error in denying the appellants’ claims. 


CONCLUSION 


All the claims on appeal, it is submitted, were 
properly refused to the appellants on the ground that 
the process claimed therein lacks utility. Accordingly, 
it is further submitted that the judgment appealed 
from was correct and should be affirmed. 


Respectfully submitted, 


C. W. Moore 
Solicitor United States Patent Office 
Attorney for Appellee. 
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and CARL BERGER, 
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Davp L. Lapp, COMMISSIONER OF PATENTS, 
Appellee 


Appeal from the Judgment of the United States 
District Court for the District of Columbia 


REPLY BRIEF FOR APPELLANTS 


APPELLANTS HAVE ESTABLISHED UTILITY 
FOR THE PROCESS 


The usefulness of appellants’ process is clearly set forth 
in the original patent application and this is corroborated 
by appellants expert witness during the trial by the Court 
below. In regard to the showing of usefulness, the Court’s 
attention is respectfully directed to the disclosure in 
appellants original patent application [J.A. p. 87 etc]. 
Therein the primary object and use of the process is set 
out as follows: [J.A. p. 87] 

“It is accordingly a primary object of the invention 
to describe a novel method for the rapid reconstitu- 
tion of frozen biological cellular material. 
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REPLY BRIEF FOR APPELLANTS 


APPELLANTS HAVE ESTABLISHED UTILITY 
FOR THE PROCESS 


The usefulness of appellants’ process is clearly set forth 
in the original patent application and this is corroborated 
by appellants expert witness during the trial by the Court 
below. In regard to the showing of usefulness, the Court’s 
attention is respectfully directed to the disclosure in 
appellants original patent application [J.A. p. 87 etc]. 
Therein the primary object and use of the process is set 
out as follows: [J.A. p. 87] 

“It is accordingly a primary object of the invention 
to describe a novel method for the rapid reconstitu- 
tion of frozen biological cellular material. 


2 


It is a particular object of this invention to describe 
a novel method for the reconstitution of frozen red 
blood cells. 

It is a further object of this invention to describe a 
method for the reconstitution of frozen red blood cells 
which method conditions the cells for immediate use.” 


Further, in the application specification appellant de- 
seribes the utility and limitations for properly carrying 
out his process. This is set out as follows [J.A. 0. 91]— 


“The extremely rapid activation of the cells (as low 
as a matter of a second or two) which inhibits de- 
leterious reactions within the cell, the simplicity of 
| the inexpensive apparatus required, the utility of the 
method and apparatus for various types of particles, 
the ability to maintain particle temperature always 
below that of the desired end temperature in tube 
traverse, and the uniformity of heating of the par- 
ticles in the tube itself are prime factors in the in- 
ventive concept.” (emphasis added). 

“Where a velocity is imparted to the cells and an 
‘inert gas is employed to carry the same the tempera- 
ture gradient may be as high as 1000°C, that is 
1100°C at the entrance and about 37°C at the exit of 
the tube. The only limitation between time and tem- 
perature in this connection is that the velocity be 
sufficiently high to prevent scorching of the cells.” 

The original disclosure thus clearly sets out the objects 
and utility of appellant’s process. 

It will also be noted that nowhere in the original patent 
application is there any reference made to using the 
product produced by appellant’s process for human trans- 
fusion. This has been stressed and emphasized by counsel 
for appellee throughout the trial below and in his brief 
[Appellee’s brief, pg. 5 and 8; J. A. pg. 30, 31]. 


The Court’s attention is respectfully directed to the 
statement of counsel for appellee [J.A. p. 43, 44]—as 
follows— 
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| It is a particular object of this invention to describe 
a novel method for the reconstitution of frozen red 
blood cells. 


It is a further object of this invention to describe a 
method for the reconstitution of frozen red blood cells 
| which method conditions the cells for immediate use.” 


Further, in the application specification appellant de- 
seribes the utility and limitations for properly carrying 
out his process. This is set out as follows [J.A. 0. 91]— 


“The extremely rapid activation of the cells (as low 
| aS a matter of a second or two) which inhibits de- 
leterious reactions within the cell, the simplicity of 
the inexpensive apparatus required, the utility of the 
| method and apparatus for various types of particles, 
' the ability to maintain particle temperature always 
below that of the desired end temperature in tube 
| traverse, and the uniformity of heating of the par- 
' ticles in the tube itself are prime factors in the in- 
ventive concept.” (emphasis added). 
“Where a velocity is imparted to the cells and an 
inert gas is employed to carry the same the tempera- 
‘ture gradient may be as high as 1000°C, that is 
| 1100°C at the entrance and about 37°C at the exit of 
| the tube. The only limitation between time and tem- 
: perature in this connection is that the velocity be 
| sufficiently high to prevent scorching of the cells.” 

The original disclosure thus clearly sets out the objects 
and utility of appellant’s process. 

It will also be noted that nowhere in the original patent 
application is there any reference made to using the 
product produced by appellant’s process for human trans- 
fusion. This has been stressed and emphasized by counsel 
for appellee throughout the trial below and in his brief 
[Appellee’s brief, pg. 5 and 8; J. A. pg. 30, 31). 

The Court’s attention is respectfully directed to the 
statement of counsel for appellee [J.A. p. 43, 44]—as 
follows— 
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“Mr. Armore: Your Honor, I object to that line of 
uestioning in view of the fact that the disclosure in 

e ification is limited exclusively to human 
teraction and for the reasons that I have indicated 
before, in view of the decisions I have referred to 
before in my opening remarks.” (Emphasis added). 
This is clearly an erroneous statement and it is re- 
dundent to counsel for appellee’s statement [J.A. p. 26, 1, 


16], as follows— 


“there is no evidence in the record showing that the 
product has any utility.” 

This repeated reference and emphasis by appellee’s 
counsel that appellant’s product, when treated in accord- 
ance with his process, is only or primarily useful for blood 
transfusion purposes is clearly in error. This is mani- 
festly introducing new matter in appellant’s description 
of his invention. Further, by such emphasis by counsel 
for appellee the Court below was misled and erroneously 


relied upon their previous decision in Isenstead v. Watson, 
157 F. Supp. 7, as urged by appellee to support his 
contention that appellant’s product falls under this de- 
cision. [Appellee’s brief, pg. 6, 7]. 


In the first place, as pointed out above, appellants’ in- 
vention is not a product, neither is it a medical compound 
or the like product, as was concerned in the Isenstead v. 
Watson decision supra. 


THE RECORD AND EVIDENCE PRESENTED AT 
THE HEARING CORROBORATES APELLANTS’ 
PATENT APPLICATION DISCLOSURE 


First as regards the record, during pendency of the 
application in the Patent Office counsel for appellants 
respectfully direct the Court’s attention to the following 
showings :-— 

(1) The affidavit of Leo J. Novak, Vice-President in 
charge of research and development for The 
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Commonwealth Engineering Company of Ohio 
{J.A. p. 117]. 


There affiant averred as follows— 


“That the process for reconstituting frozen blood cells 
consists in passing the same through an enclosure 
having a temperature gradient from the entrance to 
the exit as set forth in the claims and produces a 
reconstituted blood cell product which when collected 
in an isotonic liquid can be used in like manner as 
frozen blood cells which have been slowly heated up 
to approximately 37°C in the conventional manner. 
That frozen blood cells reconstituted in accordance 
with applicant’s invention have been used and found 
to be satisfactory.” (emphasis ours) 
(2) The affidavit of Harry A. Toulmin, Jr. [J.A. p. 
109}, wherein affiant sets out as follows [J.A. 
p. 110, 111]— 


“That in the judgment of the writer and his 
associate executives, and the experts in this field 
at The Commonwealth Engineering Company of 
Ohio, this contribution is practical, and solves a 
problem that our investigation shows has long 
remained unsolved, and does so in a way that is 
quick, cheap and effective.” 


Further, the expert witness Dr. Klotz testified at the 
trial [J.A. p. 45] in answer to counsel’s question, as 
follows— 


Q. In your opinion, as one who has worked in lab- 
oratories, would it be helpful to have in a hos- 
pital laboratory a supply of sheep blood cor- 
puscles stored in a frozen form. 

A. (witness) I would say yes, for the reason that 
ordinary storage of sheep blood corpuscles re- 
sults in their deterioration within periods of 
possibly two weeks or less. Therefore, it is neces- 
sary to constantly reconstitute the supply of cor- 
puscles in order to carry out this particular 
examination.” 
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The Court below further set out as follows [J.A. p. 43] 


THE COURT: I do not understand that the 
Patent Office questions the fact that you_can 
thaw out frozen blood by your process. What 
they question is whether the blood that you get 
by your process is a useful product in the tech- 
nical sense.” 

MR. ARMORE: Yes, your Honor. 

THE COURT: Very well 


It is clear from the above that as to the process there 
was no question that it was not operable to thaw frozen 
blood or other biological material and such as set out in 
appellant’s patent specification [J.A. p. 87]. It will be 
noted there that appellant’s invention relates to 


“the reconstitution of frozen biological material and 
peu to the reconstitution of frozen blood 
cells” 


In addition, reference is made to the subject matter at 


the end of appellants’ patent specification and wherein it 
is stated [J.A. 92J— 


“This invention is susceptible to modification in order 
to adopt it to different usages and conditions and ac- 
cordingly it is desired to comprehend such modifica- 
tions within this invention as may fall within the 
scope of the appended claims.” 


THE COURT AND THE PATENT OFFICE ERRONE- 
OUSLY RELIED UPON THE PREVIOUS DECISION 
IN ISENSTEAD v. WATSON AS SUPPORTING THEIR 
DECISION AND OPINION IN THE CASE AT BAR 


The decision in Isenstead v. Watson, supra, relied upon 
by appellee’s counsel, and the Court below is inapt because 
appellant’s invention is not a medical product as was 
involved in Isenstead vs. Watson. The Court below failed 
to take into consideration the nature of appellant’s claims. 
They are each true process claims. 
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The Court below, as well as the Patent Office erroneous- 
ly followed the Isenstead v. Watson decision, supra, and 
failed to appreciate that appellant’s invention is not a 
medical product. A decision of this Court of Appeals and 
directly in point is— 

Montgomery et al vs. Marzall Commissioner of Pat- 
ents 189 F(2) 640. 


There the Court held, in reversing the decision of the 
Patent Office tribunals and the District Court below, and 
where a process of cast coating paper was in issue, 
that :— 


“In like manner, the Patent Office tribunals and the 
District Court have in this case mistaken the nature 
of the claims in issue. They are true process claims, 
in that they describe the acts to be done in manufac- 
turing cast coated paper, including new steps added 
by appellants to the previously practiced process. 
The claims are not for the compounding of ingredi- 
ents into a new product, nor are they for a manu- 
tured article, the characteristics of which are caused 
or affected by the materials of which it is made. 
That is to say, these are not claims for compounding 
a new coating composition by adding a specified pro- 
portion of oil. The coating composition is the same 
as before.” (Emphasis ours). 


The Court further pointed out— 


“The arguments [by defense] we think misconceives 
the nature of the claims in suit. The [claims] do not 
state merely the results to be achieved but are 
cess claims which set out a series of steps by which 
the desired ends are attained with sufficient definite- 
ness to inform persons skilled in the art and to limit 
the extent of the monopoly of the patent. It was not 
i or practicable for Clayton to specify the 

exact degree of emulsion breaking temperature or the 
precise length of time needed for the substantial neu- 
tralization of every quantity of oil that might be 
subjected to refinement;” 
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and completed, as we are convinced that he did, the 
first use of D.P.G. as an accelerator in making vul- 
canized rubber, he does not lose his right to use this 
discovery when he chooses to do so, for scientific 
purposes of publication, because he does not sub- 
sequently sell the rubber thus vulcanized, or use his 
discovery in trade, or does not apply for a patent for 
it. It is not an abandoned experiment because he 
confines his use of the rubber thus uced to his 
laboratory or to his lecture room.” (Emphasis ours). 


CONCLUSION 


It is submitted that appellants have shown that the 
decisions of the Patent Office tribunals and the District 
Court below are clearly erroneous and the presumption 
of their correctness has been overcome. Accordingly, it is 
prayed that this Court will overrule their decision and 
allow appellants to obtain a patent on their new process. 
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The Court accordingly held process claims to be 
allowable. 


This decision in Montgomery et al vs. Marzall Commis- 
sioner of Patents was cited with approval in a recent case 
by this: Court of Appeals in reversing the Patent Office 
and the District Court, in:— 

Glass Fibers LOF. Co. vs. Watson, Commissioner 

of Patents, 228 Fed(2) 40. 

There, in a case involving the manufacture of glass 
fibers, this Court reversed the Patent Office tribunals 
and District Court, citing:-— 

Larsen vs. Marzall (1952) 

90 U.S. App. D.C. 260; 195 F(2) 200 

and, referring to 


Mon ge vs. Marzall 1951, 88 U.S. Appl.D.C. 281 
189 F(2) 640, said:— 


“While there is evidence upon which, in part, the 
findings can be supported, on the entire evidence we 
are left with the definite and firm conviction that a 
mistake has been committed. Citing—Dollar vs. Land 
1950—87 U.S. App. D.C. 214, 184 F(2) 245 cer- 
tiorari denied (1950) 340 U.S. 884 


Further, in the Glass Fibers case, supra, the Court said, 
with respect to their review of the entire record— 


“We are permitted a ‘subjective opinion or formula- 
tion of a judgment’.” 
UNITED STATES SUPERME COURT DECISION 
SUPPORTING APPELLANTS’ CASE 


Counsel for appellants calls the Honorable Court’s at- 
tention to the United States Supreme Court decision in 
Corona Co. vs. Dovan Corp., 276 U.S. Reports, 358, at p. 
384. There is a chemical process case, the Court said— 


“Tt is a mistake to assume that reduction to use must 
necessarily be a commercial use. If Kratz discovered 
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